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Date:

From:

DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service
Food and Drug Administration

' Memorandum

[

JAN 27 2004

(R T
A

Division of Dietary Supplement Products, Office of Nutritional Products,
Labeling and Dietary Supplements, HFS-810

Subject: 75-Day Pre-market Notification of New Dietary Ingredients
Tor Dockets Management Branch, HFA-303
Subject of the Notification: (Dong Chong Xia Caoj Biodiatab
Firm: New Century Company
Date Received by FDA: May 6, 2003
90-Day Date: August 5, 2003
In accordance with the requirements of section 413(a) of the Federal Food, Drug, and
Cosmetic Act, the attached 75-day pre-market notification and related correspondence for
the aforementioned substance should be placed on public display in docket number 95S-
0316 as soon possible since it is past the 90-day date. Thank you for your assistance.
Attachments
-95’5.»03/@ R/O'f/%
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f DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service
a"‘%"' C Food and Drug Administration

College Park, Maryland 20740

JUL 21 2003

Mr. David Hsu, President

New Century Company

3392 Falcon Ridge Road
Diamond Bar, California 91765

Dear Mr. Hsu:

This is to inform you that the notification, dated April 28, 2003, that you submitted pursuant to
21 U.S.C. 350b(a)(2)(section 413(a)(2) of the Federal Food, Drug, and Cosmetic Act (the Act))
was filed by the Food and Drug Administration (FDA) on May 6, 2003. Your notification
identified Momordica charantia L.(Balsam pear) extract and Cordyceps sinensis (Berk.) Sacc.
(Dong Chong Xia Cao) extract as the substances that you intend to market as new dietary
ingredients in the product Biodiatab.

Your notification states that the dietary supplement, Biodiatab, will be marketed in 1000 mg
caplets. These caplets will contain:

80 mg Bee propolis
320 mg Balsam pear extract
80 mg Chrome yeast
160 mg Dong Chong Xia Cao extract
80 mg Grape seed extract
80 mg Ginger extract

According to the notification, the recommended intake is one caplet per day but the notification
fails to note the maximum dosage and the duration of use of the Biodiatab product which is
required by 21 C.F.R. 190.6(3)(ii).

Under 21 U.S.C. 350b(a)(2), the manufacturer or distributor of a dietary supplement that contains a
new dietary ingredient that has not been present in the food supply as an article used for food in a
form in which the food has not been chemically altered must submit to FDA, at least 75 days before
the dietary ingredient is introduced or delivered for introduction into interstate commerce,
information that is the basis on which the manufacturer or distributor has concluded that a dietary
supplement containing such new dietary ingredient will reasonably be expected to be safe. FDA
reviews this information to determine whether it provides an adequate basis for such a conclusion.
Under section 350b(a)(2), there must be a history of use or other evidence of safety establishing that
the new dietary ingredient, when used under the conditions recommended or suggested in the labeling
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of the dietary supplement, will reasonably be expected to be safe. If this requirement is not met, the
dietary supplement is deemed to be adulterated under 21 U.S.C. 342(f)(1)(B) because there is
inadequate information to provide reasonable assurance that the new dietary ingredient does not
present a significant or unreasonable risk of illness or injury.

Federal regulations found at 21 CFR 190.6 specify the requirements for a pre-market
notification on a new dietary ingredient. The notification you sent us concerning Balsam pear
extract and Dong Chong Xia Cao extract does not comply with the requirements of 21 CFR
190.6(b)(2). It fails to provide information regarding history of use or other evidence of safety
that would provide a basis for reasonable assurance of safety for the proposed new dietary
ingredients in the Biodiatab product. In addition, the information that was submitted is
inadequate because it is also unclear how the clinical information (pp.9-12) submitted relates
qualitatively and quantitatively to the proposed dietary supplement. The product used in the
clinical studies is identified as Bee Colloid while your product containing the new dietary
ingredients is identified as Biodiatab.

For the reasons discussed above, the information in your submission does not provide an adequate
basis to conclude that Balsam pear extract and Dong Chong Xia Cao in the Biodiatab product, when
used under the conditions recommended or suggested in the labeling of your product, will reasonably
be expected to be safe. Therefore, your product may be adulterated under 21 U.S.C. 342(f)(1)(B) as a
dietary supplement that contains a new dietary ingredient for which there is inadequate information to
provide reasonable assurance that such ingredient does not present a significant or unreasonable risk
of illness or injury. Introduction of such a product into interstate commerce is prohibited under 21
U.S.C. 331(a) and (v).

You also indicate in your submission that your product, Biodiatab, “... helps the sugar
metabolism for the individual with diabetics [sic]. It also provides nutrition for individual [sic]
with diabetics [sic] or elevated blood sugar level.” Under 21 U.S.C. 321(g)(1)(B), a drug is
defined as an article intended for use in the diagnosis, cure, mitigation, treatment, or prevention
of disease. The information in your submission suggests that your product is intended to be used
to treat medical conditions and is subject to regulation as a drug under 21 U.S.C. 321(g)(1)(B)
and is not a dietary supplement. See 21 CFR 101.93(g). If you wish Biodiatab to be evaluated
for its use in the treatment of these medical conditions, you should contact FDA’s Center for
Drug Evaluation and Research (CDER).

Your notification will be kept confidential for 90 days after the filing date of May 6, 2003.
After the 90-day date, the notification will be placed on public display at FDA's Docket
Management Branch in docket number 958-0316. Prior to that date, you may wish to identify
in writing specifically what information you believe is proprietary, trade secret or otherwise
confidential for FDA's consideration.
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If you have any questions concerning this matter, please contact Victoria Lutwak at
(301) 436-2375.

Sincerely yours,

Susan J. Walker, M.D.
Acting Division Director
Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition



NEW CENTURY COMPANY

3392 Falcon Ridge Rd., Diamond Bar, CA 91765 U.S.A.
Tel: (909) 861-7575 Fax: (909) 396-8706
& ;I%‘:ﬁf’sf*i:'ﬁlt‘lﬂ’f‘?.’fg’;
Division of Standards and Labeling Regulations QE@L
Office of Nutritional Products, Labeling and Dietary Supplement hL =
Center for Food Safety and Applied Nutrition
Washington D. C. 20204 April 28, 2003

RE: 75 DAYS PRE-MARKET NOTIFICATION LETTER FOR STATEMENT ON
DIETARY SUPPLEMENT - BIODIATAB

To whom it may concern,

As the consultant for Bionutripharm Syatems, Inc. I am sending you our application for
75 days pre-market notification for “Biodiatab” (a dietary supplement product) per
Section 413 (a)(2) of the Federal Food, Drug, Cosmetic Act.

[ believe there are only two new dietary supplement ingredients in Biodiatab

- Balsam Pear Extract (Bitter melon), and Dong Chong Xia Cao extract (they may not be
new in your definition) for which I attached the literature to show their safety for human
consumption. (The cover and essential information about the books on the referenced
information are stapled together). However, I also included literature on most of the other
ingredients used in Biodiatab. In addition, we also included the original and translated
versions of the clinical study results, Chinese government certificates, processing details,
etc. We feel we have done our best to assure you the food safety of Biodiatab for the
intended use. About the Structure / functional claim, if our listed claim on Mr.
Wong’s letter is not allowed, our second choice will be as follows:

This formula helps you to maintain a healthy carbohydrate metabolism and
enhance your body’s ability to digest sugar. This statement has not been
evaluated by the FDA, this product is not intended to diagnose, treat, cure or
prevent any disease. :

Please inform me if there is any other requirements or amendment needed for the
application.

Best Regards,
/ beed

avid Hsu, President



NEW CENTURY COMPANY
3392 Falcon Ridge Rd., Diamond Bar, CA 91765 U.S.A.
Tel: (909) 861-7575 Fax: (909) 396-8706

This is tp confirm my translation on the following documents from Chinese for
Bionutrapharm Inc. for its “Beijing Xipu Global Biology Insulin / Biodiatab™ product :
W Systans iy

(1) Formulas, Tecimologies, and Diagrams
(2) Clinical Trial Report

(3) Chemical Analysis Report

(4) Treatment and Theory

(5) Virulence Report

(6) Certification

L dad W #/2/03

David Hsu date

E 240D K HSU #
SUBSCRIBED AND SWORN TO BEFORE ME
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&FSS COMM. EXP. SEPT. 5, 2004 =

M A N




BIONUTRIPHAR‘W SYSTEMS INC.
403 Fairview Ave., #8  Arcadia, CA 91007 US.A,
Tel: (626) 446-3208, Fax: (626) 574«81 58

Division of Standards and Labeling Regulations:

Office of Nutritional Products, Labeling and Dietary Supplement
Center for Food Safety and Applied Nutrtition

Washington D. C. 20204

Dear FDA officers: . April 18,2003

This is to clarify some important points in the supporting documents for our
filing for FDA pre-raatket notification of “Biodiatab™ product as per Code of
Federal Regulation, Volume 21, part 101.93 (Section 413 (a)(Z) of the
Federal Food, Drug, Casmetic Act):

(1) Beijing Xipu Global Biological & Pharmaceutical Co., Ltd. is a joint
venture company in China to BicNumpham1 Syatems. }nc and Mr.
Wang Wenbing is the corporate representative of Beijing Xipu Global
Biological & Pharmaceutical Co., Ltd '

(2) “Biodiatab” is the brand name in U. §. for “Bexpng Xipu Global
Biology Insulin”, they are identical products in terms of the active
ingredients.

(3) Bee Colloid is the same as bee propohs Ba!sam Pear is just another
name of Chinese bitter melon.

(4) We appoint Mr. David Hsu as our translator and FDA regulation
representative in U, S. , for any future corxespondeme, please
contact him, his’ address and contact no. are:

New Century Compeny -
3392 Falcon Ridge Rd.
Diamond Bar, CA 91765

- Tel: (909) 861-7575

sy 15f”

_1 A \ ¥ ot L
William Wong, Pr&stdent /4 Wang Wenbing -
Bionutripharm syatems Inc, = Beijing Xxpu Global Biological
& Pharmaceutical Technology Co.,

Inc.



BIONUTRIPHARM SYSTEMS INC.
403 Fairview Ave., #B Arcadia, CA 91007 U.S.A.
Tel: (626) 446-3208, Fax: (626) 574-8158

Division of Standards and Labeling Regulations

Office of Nutritional Products, Labeling and Dietary Supplement
Center for Food Safety and Applied Nutrtition

Washington D. C. 20204

RE: 75 DAYS PRE-MARKET NOTIFICATION LETTER FOR
STATEMENT ON DIETARY SUPPLEMENT

Dear FDA officers:

Per Code of Federal Regulation, Volume 21, part 101.93 (Section 413 (a)(2)
of the Federal Food, Drug, Cosmetic Act), we are enclosing all the required
documents for the filing of the pre-market notification on our new upcoming
herbal product — “Biodiatab”.

1. Statement of Purpose

2. This is a letter to provide notification of a statement of nutritional
support, including the ingredient statement, supplement fact, new
dietary supplement ingredient usage history and safety data, the
text for Structure / Function statement, translation of the following
documents: finished product formulas; technologies, and diagrams;
clinical trial report; chemical analysis report; stability experiment
report; treatment and theory; virulence report; and certification
granted by Chinese government,.

2. Company Information

BIONUTRIPHARM SYSTEMS INC.
403 Fairview Ave., #B  Arcadia, CA 91007 U.S.A.
Tel: (626) 446-3208, Fax: (626) 574-8158
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. Co-packing manufacturer for “Biodiatab”:

Life Cycle Herbal Products, Inc.
2746 Durfee Ave., #K
El Monte, CA 91732

. FDA Consultant information:

David Hsu

New Century Company

3392 Falcon Ridge Rd.

Diamond Bar, CA 91765

Tel: (909) 861-7575, Fax: (909) 396-8706
. Product identification:

The trade name of the product:

BIODIATAB (in caplet form)

The common and usual name for the product:

NONE

The label will reads like this:

6. Ingredient Statement: Balsam pear extract, Dong Chong Xia

Cao extract, Bee propolis extract, Chrome Yeast, Grape seed
extract, Ginger extract, Microcrytalline cellulose, Maltodextrin,
Steraic acid, and sodium starch glycolate.
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7. Supplement facts:
Serving Size : 1 caplet per day
Amount per serving 1,000mg

Serving per container ; To be determined.

Aniount per serving %Daily Value

Bee propolis 80mg. *
Balsam pear extract, Momordica charantia, 320mg  *
Chrome Yeast 80mg *
Dong Chong Xia Cao, Cordyceps sinensis 160mg *
Extract

Grape seed extract 80mg *
Ginger extract, Zingiber officinale 80mg *
* NOT ESTABLISHED

8. The text for Structure / Function statement:
This formula helps the sugar metabolism for the individual with
diabetics. It also provides nutrition for individual with diabetics or
elevated blood sugar level.

9. New dietary supplement ingredients in “Biodiatab”:

Common Name Latin binomial name

Balsam pear / Bitter melon extract =~ Momordica charantia

Dong Chong Xia Cao extract Cordyceps sinensis
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10. Main active ingredients and % in “Biodiatab”:

Common Name Latin binorial name  Origin

Bee colloid / Bee

propolis extract n/a China

Balsam pear extract Cordyceps sinensis China
/ Bitter Melon

Chrome Yeast n/a China
Dong Chong Xia Momordica charantia China
Cao extract

Grape seed extract n/a China
Ginger extract Zingiber officinale China

11. Percentage of main active ingredient in the finished product
79.365%

12. Each caplet weight: 1,000mg.



Page 5

We appoint Mr. David Hsu as our translator and FDA regulation
representative in U. S. , for any future correspondence, please contact
him, his address and contact no. are:

New Century Company
3392 Falcon Ridge Rd.
Diamond Bar, CA 91765
Tel: (909) 861-7575

Attachment:

- Usage history and safety data of new dietary supplement ingredients
- Original and translated copies of the documents:

(1) Finished product formulas; techinologies, and diagrams
(2) Clinical trial report

(3) Chemical analysis report

(4) Stability experiment report

(5) Treatment and theory

(6) Virulence report

(7) Certification granted by Chinese government

~ William Wong, President
Bionutripharm Systems Inc
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Application Documents 1

Formulas, Technologies and Diagrams

Beijing Xipu Global Biologica!l & Pharmaceutical Technology Co., Ltd.
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A

" I. Prescriptions

Formulé Name Content (mg) Percentage (%) Plba?:,e'of,t()rig}n
"""Bee collold extract | 50 10 :' ::Chln.a o
Balsam Pear extract TT200 T Tap A'Chinja
“Chrome Yeast 50 T ~. ,Chi‘n'a;i
Tnsect and Gracs 100 30 ~Ching
extpget |
Grape Seeds extract 50 10 .. China
T Ginger extract - N ) : 10 S .‘(’;hina
Total —E6d S0 China

ba 8 prmo ——— i b4

5 Processing Methods

-1 Production Technology

A Bee collold extract
Bee colloid meal was extracted twice from alcohol circumfluence. Soaking paste wrll be got
after recycling. The meal is kept for standby using.

B. Balsam Pear extract '
Clean the Balsam Pear, chop Into plasm, freezing twice under ~20°C filtrating then
hyperfiltrating, drying filtrating under vacuum In low temperature, the powder is kept for
standby using. :

C. Chrome Yeast

. Fermented from Beer Yeast

D Insect and Grass extract
Insect and grass meal powder was distilled twice with 70% degree alcohol cncumﬂuence,
soaking paste wlll be got after the alcohol liquid recycling, picking up after acndlzmg, drymg
the liquld and keep it for standby using. :

E Grape seeds extract

Clean and chop the grapes into pleces, abstracting with organic solvent, drymg for stcmdby

using after purifying -

Ginger extract . ‘

Pour water into the ginger meal and stir to even, add more water and f‘lter' pouring salty

water which occupies 10%-20% the total volume into the filtered water, not remove.and

filter again; dissoived into hot water, filter a third time while hot; adjust the wa_ter to PH=2

level; placing and filtering once more till to medium level; then dry it for s‘tandbv,using.

.-

gl 4/ ot L/‘g“’ ?//)
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2 Technology. procedure diagram

H
' 1

] : i

Bea colloid aalsani Pear Insenl and Grape seeds ‘ '

extracl "1 extract Chrome Yeast _Grass extract oxtract Ginger axact
1
o
t
$rirving
i

Middle muteriat ) :

Inspection . S '

) 4

Capsule packing

‘
b ,w&..-‘___‘ . : .

Battie packing

v .
Box packing h i
.l
Y
. irradiation
sterilizing :
Y
Checking
H . \j
Storage :

jied by Dy e /3
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Clinical Trial Report

Beijing Xipu Global Biological & Pharmaceutical Technology CQ;, L;d.




J

Healthy F?:o,d Function Inspection Center, Applying Literal and":sc':ience 5
| Institution, Beijing United University

Inspection Report

Objective Name: Beiilng Xipu Globhal Biology Insulin
Application Company: Beiilng Xipu Global Biological & Pharmaceutical Technology Co.,.Ltd.

Production Company: Beljiing Xipu_Global Biological ¢ &Pha*__a.mmailg_ng_ch egy. QQ.-‘_LSQ_

Case Code: LZD_Q_ZJ..ODS,Z Sample Approve Number:_g_QQZﬂ_S_Ql
Inspection Item: Subsidiary Function on Reducing Bloed Sugar . ..
" Sample Recelving Date:_September, 2002 Report Date: m_qy_gmp_ér. .gg'p_'z,___w:_;

Inspection Foundation: Hea mx Food Function Subject AEQ@&M@QQMDQ..LM@.@LOH
Methods

Results and conclusion

Injecting different dosage of Beljing Xipu Globail Biotogy Insulin to mice wnth dlfferem: levet
blood sugar, differences happen In the sugar resistance experiment after 4 weeks. Half an hour

. after taking glucose, sugar value drops at 25% (P<0.001), 15% (P<0.01) and 17% (P<D.05)
with different dosage . of low (0.17g/kg. bw), middle (0.33g/kg.bw) and hl‘;‘;H (1.00g/Kkg.bw)
comparing with high sugar model group; 2 hours later, they change to 29% {P<0.01), 23%
{(P<0.01) and 22% (P<0.05) respectively. But no outstanding changes happen oh weight of
them. Before and after injection, the normal mice aren’t remarkably vary with cornparing
group on blood sugar and weight (P>0.05). . .

Conclusion made on basis of Healthy Food Function Subject Appralsement Program and
Inspection Methods Beijing Xipu Global Biclogy Insulin performance to drop blood sugal‘

The following is empty. .

This report is only effective to the sample sending.

Technology Chief:

_.._.1 .

[
1

Date: N.Q...L...Z.O_QL...

/f/m\/é/fz*&fné/'i @Q:«/ (~/5""” %/@5 | é
7

2. Reasults: - . . !
2.1 Effect on blood sugar of normal mice
Form A effect on blood sugar of normal mice (X18SD)

e o Animal Biood Sugar{mmoli/L)
roup osage nimais Beforc " P value 3 Woeks efter | F Vaing
{9/kg.bw) __ Quantty Injection Injection. €
Emply 5] 10 5.0:0.7 4.8+0.6 o
Compare '
Group . - . L
Injection Group 1.00 10 . 5.4+0.9 0.2274 4.84:1.6 . 0.9284 -
L e 2 A g ettt i 75 S 18 ittt et v P18 Smmeyrasiirmrmade s 044807

Above form 1 shows that, blood sugar valucs of Injection group arec not remarkably d&ﬂ’erent from that of
empty group after 4 weeks of injection (P>0.085).

— “« ..

...... B R B coer Phernymesnin Phas R okl ue o



2. Results:

2.1 Effect on blood sugar of normal mice
Form 1 effact on blood sugar of normal mice (X:tSD)

[ | Blood Sugar(mmot/L) .
Group Dosage Animals B ; ttor FValue
I I N B I
Empty 0 10 5.0:10.7 — 4:8+0.6 —
Compare ‘
. Eroup o
Injection Gvoup -1.00 10 5.4%0.9 0.2274 4.8:41.6 -0, 9284

Above form 1 shows that, blood sugar values of injection group are not remarkably dufferent from Lhat of
empty group after 4 weeks of lnjecuon (P>0.05). '

2.2 Effect on blood sugar of mice with high blood sugar caused by Four-Oxygen Pyridine.

Form 2 Effect on mice of high blood sugar caused by

Four-Oxygen Pyridina (X+SD)

R imal . Blood Sugar(mmoi/L) *
roup - Dosage animals o getors | B Vaie |4 Weeks stier “BVaiue
(g/kg.bw) Quantv_ty'r ...|..._Injection Injection ' .| ' ]
- High Blood Sugsr - 0 10 18.8+3.0 —_— 31.8:46.4 - _—
Model Compare . y
Group _ ' - : I R
Mimnpm Group . 0.17 10 18.743.1 0.0.5886 25.34:104. | 0.1,119
Middie Group 0.33 ., H_;o 18,745.0 0.9831 26.6£11.6 0:2363
Maximum Group 1.00 18.144.6 0.7234 25.5£10.57 | P 12«(& 1

Above form 2 shows that: t:here Is no remarkable dlfferenc:e on blood sugai value between htgh blood

sugar madet injection group and high blood sugar model comparison group before Injectlon elther after
lnjection 4 weeks.

2.3 Effect on blood sugar resistance of mice with high blood sugar caused by Four-Oxygen

Pyridine.
Form 3 £ffect on mice of high blood sugar caused by Four-Oxygen Pyrldlne (x:tso)
Group Dosage Animuls Blood Sugar mmot/L) “““““““

L (9/kg.bw) | Quantity | 0 hour P Value 0.5 hour P Value | 3 heurs. 3 vn_l‘u_e:H
High 8icod Sugar | 0 10 3isfs54 | 50.0+3.3 | _ . 34649 |
Model Compare R
Group : O ;
-Mitimium Group 0.17 10 25.3%10.4 | 01110 | 37.746.4 | 3.822X10 | 24,4£8,4 . | 00036

. , R 2 3] : Lt g‘y . .'."
Middie Group 0.33 10 26.6111.6 | 0.2363 42.6.~|.5.3 0.0014" 26, e;w 0 10.0085
Maximum Group_ 1.00 10 255+10.5 | 0.1248 | 41,/£8.5% | O. 0101 71&8 8" ] 0.0298

*;  Obvious diﬂ‘erence, tomparing with high blood sugar mode! comparison group (P<O .05);.
e, Remarkabiy d{fference, comparing with high blood sugar model comparison group (?<0 01);
edkok Outstandlng difference, comparing with high blood sugar model| comparison group (P<0 001)

Above Form 3 shows that: Half an hour after taking glucose, sugar vaiue drops at 25%(P<0 001), 15%
(P<0.01) and 17% (P<0.05) with different dosage of low (0.17a/kg. bw), middie (0. 33g/kg bw) and high
{1.00g/kg.bw) comparing with high sugar model group; 2 hours later, they change to 29%, (P<q 01), 23%
(P<0.01) and 22% (P<0.05) respectively.

Fratlated 1y T et //g‘“' 4//,3

'I



Beijing Municipal Center for Disease prevention and Control

t

West Garden Hospital of China Academy of Traditional Chinese Mediéine;

Certificate of Assay

- Sample Code: .(2002) Food B2114
Inspection Code: 200250046
Objective Company: Beijing Jishitang Herbal Medicine Healthy Institut:on, Liaocheng
‘ Luyuan Bee Colloid Science and Trade Co., Ltd
Production Unit: Beljing Jishitang Herbal Medicine Healthy Instatutnon
Production Date: May 1%, 2002
Objective Product: | Jishicihang Brand Bee Colloid Sugar Capsule
Sample Quantity: 0.4g/pill*75pills/bottie*140bottles
Inspection Item: Blood Sugar Function Human Taking Triat
Date of Sample Receipt: Nov 23, 2002
Report Date: Jan 24, 2003 : :
Inspection Foundation: Healthy Food Function Subject Appracsement Program and

Inspection Methods

. Results and t:onc’luslon:

Applying double self-comparison and intergroup comparison, 60 experiment people of _high
blood sugar are divided into trial taking group and comparison group. Dunng the penor), keep
the dosage of old medicine unchanged, one group is specially given sthicihang Brand Bee .
Colloid, and the other group is given consolation drug. One month latér; it Shows that
Jishicihang Brand Bee Colloid performance to drop blood sugar at 1.1141.5immol/L:before
dinner, and 1.91+2.20mmol/L after dinner. 21 groups effective, occupies70. 00%. o{' total; "
while that Is not obvious among the comparison group which just taking copsolation drug,

- groups effective, occupies 30.00% of total, there is remarkable variety between the two .

‘groups. All the clinical inspection Indexes before or after the mJection, such as hemuglobln,

erythrocyte, leucocyte, serum albumen, albumen, millet straw transammase millet third '

transaminase, carbamide, flesh glycoside and so on are not beyond the normal rangeé. It shows
that Jishicihang Brand Bee Colloid doesn't have any bad effect to experiment :p:epple'

" . This inspection report is only responsible for the sample recelving.

Technology Chlef: -
Date:

bashted Yy Drice H= V>




Jishicthang Brand Bee Colloid Capsule foretasting Rebort

1 Muter!al and Methods: .

1.1 Sample: Jlshncihang Brand -Bee Collold Capsule and consolation drug, all provided by Beljmg sthltang
Herbal Medicine Healthy Institution.

1.2 Experiment Objectives: 60 peaple of II type high blood sugar patient, age of 18~ GS without hcavy
disease in heart, liver or kidney. Dividing into trial group and comparison group randomly Comparlng
with each other within same group and the other group between the two groups. :

1.2.1 Standard: choosing the patients of adult II type with steady situation after 1akm§ ’ sugar—d}dpping

drug, who is no need to replace drug and dosage, but taking normal dosage, whoise.b!oﬁd 'sugar’—z
7. 8mmoi/L(140mg/dl) under limosls or 11.1mmol/L{200mg/dl) 2 hou:-s after dtnner, Peome with
high blood sugar afso can be as cholce, whose blood sugar= 6. 7mmoI/L under Hmosls and
7.8mmol/L after dinner. ' ' . ;

1.2.2 Adopted standard. ' . ‘ R 1

' People with II type high blood sugar condition, which meeting the above requ:rement can all be
" adopted for observann ' »

1.2.3  Excluding standard:

1.2.3.1 Aging below 18 or above 65, pregnant or women in period of breast-feealng :

1.2.3.2 Suffermg from heavy dlsease in heart, fiver or kidney, or other serious dlseases, such as psychos:s

patients. ' '

" 1.2.3.3 People unable to cooperate thh
1.3 Taking Meathods: 60 people with II type sugar diabetes were divided into 2 group, belng given Jishlcihang

8rand Bee Colloid Capsule’and consolation drug separately, 3 for morning and 2 for nlght total 5 pilts
per day. The people are requlred to control their dict and eat according to labor: pressure and health
conditlon:of thelr own, o ; :
1.4 Instruments and Reagent: F-820 type haemacytometer, MIDRON emictlon analysls meter(Made in
German), ‘Olympus Full Automatic blology analysis machine AUG00(Made In Japan) Zhong Sheng
company offers all the reagent boxes. : ‘

2 0bservatlon Indax-

All the indexes are offered 1 time at the beginning and the end of the expenment respectlvely, extra
inspection is carrled out at the 15 day after experiment start.
2.1 Performance Observation:
2,11 Symptom Observation: o
Inquiring the disease history, getting Information of diet and activttles, observmg main ciinlc
symptom, such as overeating, overdrmkmg, diuresis, tired and so0 on; count the score before and -
after the experiment according to the light and heavy degree of symptom ‘(Serious-3 score,
medium-2 score, hght 1-score), and observing the improving condition (2 score of each symptorn'
lmprovement~obvlous effect, 1 score-effective), :
2.1.2 Inspection on blood sugar under limosls and 2 hours after dinner
2.1.3 Emiction sugar and ketone inspection
2.1.4 Blood grease Inspection (general cholesterin TC, glycerin TG)




2.2 ‘Safety Observation

. 2.2.1  Blood and emiction routine.inspection:

Red blood cell counting, blood red albumen, white blood cell counting, emiction sample test:
2.2.2  Blology and chemistry index test - R

Blood serum white albumen ALB, general albumen TB, heart, liver and. kidney fuqctlon(millet straw
transaminiase AST, millet third transaminase ALT, carbamxde UREA flesh glycoside Cre)

2.2.3 Abdomen B Ultrasonic, Heart Cardiogram, X-ray.

3 Function conciusion étandard

after meal.

3.1 Effective: Obvious improvement on basic symptom, blood sugar drop more than 10% undér Hmosls or -

3.2 Ineffective: Nd obvlous improvement on basic symptom, blood sugar drop rate is betow'kéhé'ébéxf('e; ra'.it':'e;'
4 Result: b :

It is Jishiclhang Brand Bee Colloid Capsule group, which taking type I. It is comparison group, -which
taking type II. o

4.1 (‘eneral materla!

Total 60 people, 13 men and 17 women in group tak!ng Jishiclhang Brand Bee Colloid Capsule, whom

aging from 34 to 65 with average age 51.03 and average disease history 4. 83years; In ‘comparison.group:

18 men and 12 wornen, whom agling from 34 to 65 with average age of 52.74 and average disease history
" 3.47 years. |

- a.2 Comparison between two groups before cbservation

Form 1. Comparison before observalion (x+SD)

Group .| Quantity Age " Gender Medical Blood Sugar (tnmol/L;)

Form 2. Blood sugar dropping medicine List

Group . Quantity Sulfur urea Double Sulphur+Carbamidine | - Never taking
- ' Carbamidine e
Bes Colloid |~ 30 -7 -7 4 v v 3
Capsule . ) S e IR
© Comparison 30 6 6 3 U 1
group . . il e

Form 1 and 2 shows that, there is no remarkable difference between the two groups
before trial, valid for comparing.

History |,
Man | Woman (Year) Umosls T Hours after
: A b meal o
Bee Colioid 30 §5.23:4.6.76 | 11 19 5.843.77 9.49-.': 2.79.{ '13.3834.85
Capsule R : .
Comparison | . , R
group 30 53.1744.26 | 11 19 5.8:£4.26 0,2642.72: 12.25+8.44

thwfmm%’ 4 )} 1@/@\%"/ Mé’v §/3/’/’>
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4.3.1 Blood sugar comparison under Ilimosis and after meal:

Form 3. Blood sugar companson under hmosis(mmol X4 SD) '
Group Pretrial’ Past-trial Value Difference .

Bee Collold Capsule 9.494:2.80 8.374.2. 82 -1 1141 51
Comparison group 9.26.12.72 9.28:4.2.97 +0.021 3424 #
Self-comparison ** P<0,01 Intergroup comparison ## P<0.01

Form 4, Blood sugar comparison 2 hours after meaf(mmoi, X:t:SD)

Group ' ___Pretrial ___Past-trial Value Difference -

Bee Colloid Capsule 13.38+4 55 11,474+3.42 -1.914£2:20%%

Comparlson group 12.25+3 44 12.024:3. 42 +0.234:1.92##
Self-comparison ** P<0.01 Intergroup comparison ## P<0 01 : -

-
i

One month later, blood sugar of the group taking Jishicihang Brand Bee Colloid Capsulé '&r‘ops Svéféige at
L.i1immol/L, and at 1. 91mmo|/L 2 hours after meal; while no obvlous change happens for the: othcr
group,

-4.3.2  Blood Subar, emicgtion and emiction ketone comparison

Form 5 Limosis Blood Sugar, emiclion sugar and ketone comparison (XiS!"):):f

Item . Quantity - Before trial During trial Front Post trinl. Later
. . Difference .. - Difference
B yalue ) e BN
Blood Sugar . 30, 9.494:2.80 8.03:41.84 1.4642.28% 83722 97 1111 51%
(mmoyL) . - (30 (9.2612.72)  (9.1B£279)  (-0.08+0.97)  (9.28:%2, 97) (0021&' 42)
Emiction Sugar 30 . 0.53:1.22 0 37¢o.s¢ - oy 40.66
: (30) (0.45:+1.00) (o 5741, 13) ,(q.x?.i,o.m)
Emiction Ketone 30 - . R
30) - ).,
() comparlson group . Self comparison ** P<0.01 g

. 4.4 Blood Sugar Function Comparison:

“

Forme Blood sugar value function statistics =~ u ‘; v

Group' . . : Effective Tnvalid — Total Ceffeftive
: R rate(%) Lo
Jishlcihang Brand Bee Quantity 21 9 21 i
Coliold Capsu|e N ;
Function rate (%) 70.00 30.00 70.00 ’
Comparison Group ' Quantity 9 21 : 9 . .
Function rate (%) 30.00 70.00 30.00 :

Total effective rate difference is obvious after X-ray fnspcctlon P<0.05

prsloted by Dt W 455



4.5 Symptom improvement state: C S ' / .

Form 9 Changes of clinical symptOm pre and post trial

Syptom Obvious Effects Effective Ineffective - merovément ' i

Perceritage (%) .

Comparison  Trial  Comparison  Trial  Comparison  Trial Comparison Yrial
group taking group taking group taking group ' taking

. aroup e @TOUD group ... .greup .
Overtaking 0 1 , 5 6 6 "6 45.45 - 5B.8S
© Overdrinking: 0 1 6 6 9 4 40.00 . 63.64
Diuresls . - . 0 1 6 7 10 6 37.50  's7.14
Tieing 0 ) 8 ) 11 6 42100 64.71
Jishicihang Brand Bee Colloid Capsule ts better than the comparison group on all the main’ symptom '
Improvement

4.6 Statistics on clinical symptom

Form 10 Statistlcs on clinical symptom(x+SD)

Group - Quantity T pretrial In-trial Pbsptriﬂ
Bee Colloid Capsule 30 1 7.0745.43 5.37:44,15%¥% 4.90:+4.30%%%

Comparison 30 6.80+3.16 5.57+3.16%%% 1 4.274:3.20%%*
' Self comparison *** P<0,001 i ‘

Jishicthang B?Snd Bee Colloid Capsule and the comparison group perform to improve clinic symptomi: ..

[ NI U

4.7 Blood _greaée state

Form 11. Blood grease comparison(x::SD)

Bee Colioid Capsule (N=30) Comparison (N=30)
ftem Pro-trial . _Post-trial Pro-trigdl - - .. Post-trial .~ -
TC (mmol/L) - 4.99::0.94 4.84-:0.85 4.95%1.05 4.64+0.99
TC (mmol/L) 2.09+1,58 1.89+1.44 1.834:1.39 . 1.874+1.54.

S

Jishiclhang Brand Bee Collold Capsule and the comparison group perform no effect onlbzi‘&oﬁl‘g'reése." ‘

/fmf«ﬁ ated by O&/w/ %/@’ 4// / }




4.8

Blood safety index observation | ‘ / 2,,

Form 11  Blood safety inrlex comparison (x+SD) -

'
i

Bee Colloid Capsule (N=30) Companson (N=30) ,
Item Pro-trial Post-trial Pro-trial - . - . Post-trlat
TP (g/L) 73.95+4.41 74.63%5.79 70.77%5.1% 72.18%6.07
ALB (g/L) 43,70+2.44 43,95::4.12 42.36+4.22 42.78+4.08 .
ALT (u/L) 22.77+9.53 21.73%10.23 19.93:49.33 20.0074:10.8B
AST (u/L) 25.204:7.00 25.07+8.39 21.87+7.29 21.13%5.86
UREA (mmol/L) 5.43+1.29 6.00::1.30 5.35%1.31 " 5,39+1.50
Cre (udol/L) 93.57412.43 94.92412.02 88.29:t 13.06 92,49:1:13.68
NGB (g/L) 130.13%12.97 132.53£11.99 133.63+12.89  137.80+13.59°
RBC (x10°Y/L) 4,393 0.41 4.38+0.37 4.36::0.39 ' 4.40+0.39

WBC (X 10%/1) 6.69+1,55 6.574:1.33 _6.61+1.55 " 6,49::1.39.

Ali the indexes of blood testing are in normal range.

4.9

X-ray, Cardiogram and B ultrasonic testing: normal

5 SUminaélzatiom

5.1

5.2

5.3

5.4

Jishicihahg Brand Bee Collold Capsule group performance well on blood sugar drcbppmg,
by 1. 11-{;1 51mmol/L [lmosis and 1.914:2.20mmol/L after meal. 21 persons effective,
occupy 70.00% of total; the comparison group slightly performance en .blood 'sugar, 9
persons effective, occupy 30.00% of total, there is remarkable drfference between the
two groups, shows that Jishiclhang Brand Bee Collold Capsule can, performance on
subsidiary blood sugar dropping. :

Jishlclhang Brand Bee Colloid Capsule performs on main symptoms, such as overdlet

overdrinking, diuresis, tire and so on.
,Jlshiclhan‘g Brand Bee Colioid Capsule have no bad effects on human H‘ealfﬁ "wﬁich can

be seen from all the following indexes are in normal rang: hemogidbin, erythrocyte
leucocyte, serum, white protein, millet straw transaminase, ﬂesh glyct:oSnde carbamlde '
and emlctxon

Jlsh&cthang Brand Bee Colloid Capsule have no any other bad effects durlng nbservation

Beljing Diseaseé Preventlng & Controlling Center

“Jan. 24, 2003

West Garden Hospltal, Chinese Herbal Medicine Institution, China

Jan. 24 2003 . )
Franslused by S s HE— #55s



Application Docurment 3

Chemical Analysis Report

Beijing Xipu Global Blological & Pharmaceutical Techt:mlogy.:cm, Ltd.

i
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Beljing Disease Preventing & Controlling Center

Total

Test Report

Sample Code: (2002) Food B2114 Page

-t

" Beljing Xipu Global Riology Insulin Test Code: (2002) Food 82114h1- 3v1310
Beljing Xipu Global Biology Pharmaceutical Technology Co., Ltd.
Beljlng Xipu Global Biology Pharmaceutical Technology Co., Ltd.

Sample Name: -
Company Name;
Production Factory:

Sample Place' /

Accepting Date: 2002, 07.31
Sample Form: Capsule
Storage ‘condition:

Name of Testling Department.

Testing Objectwe. Hyglenlc
Testing Date 2002, 07.31
Sample Quanuty 8 bott!e*B
"Normal Tempersture
Nutrition and Food Sanitatlon Institution

 Arsenic (GB/T5009, 11-1996), mLead(GB/TSOOQ 12 ~-1996),
Hg.{GB/T6009,17-1996), Ca.(GB/12390-90), Ge.( GB/TS5009,15-1996),
Water(G85009.3-85), Dirt(GB5009.4-85), Yellow Ketonhe(GB/T5009. 35- -1996),
Origin anthocyanin  (GB/T5006.39-1996), Blding{Health’ Food . Functioh
Components Testing Methods), Pigment, Ethanol remains, : Loosing
time(Pharmaceutical Dictionary of Chinese People’s Repubhc of Chlna 2000

Testing accordance:

edition)
Testing Resuit:
Arsenic Lead My~ Water pirt Ca Ge ~ Ethanol
) — i remeins
(mg/kg) {mo/kg) (mafka) | (9/100g) | (g/100g) | (g/300g) | (wmg/kg) |"  (ug/g)
(2002 - 0.053 0.16 0066 | 6.2 383 231 0.033 378"
| _B2114h1-1310 : . X . . ) R
(2002) 0.056 0.15 0.068 6.3 40.1 23.7. 0i040 437
B2114h1-1310" : ; 5
2002y 0.034 0.11" 0.072 6.3 39.4 24.7 . 0.042 374
B2114h1-13120 . i :
‘ Orlgth Biding Yeliow Ketone  Loosing time  Light Orchis ‘ Lerﬁo;v’Yéllpw L
anthocyanin . {count on
. . Luding) -
(9/1009)  (mg/g) (Mg/100g) (min) (9/kg) (9(k9) -, PermitNo. .
(2002) : 8.5 1.0 26.8 11.0 0.0077 0019 .. 20020501
82114h1-1310 . Co
(2002) 8.3 1.1 24.6 10.0 0.0081 0017 : zonzosoz
82114h1-1310, :
{2002) 8.9 1.0 25.8 13.0 0.0075 0!317 . 20020503

B2114h1-1310 - '
Following Is empty :
; A Testing Ordéhlzéiibn' (Sﬁémp) o

This report only résponsible for the sample sending
~ Sign Person: Wu"Guohué

Date: Jan. 20, 2003

/fyw/\é e J/ I it //3‘/ 7/3/’}



| Beijing Health Sanitation & Epidemic Prevention Statigp 4

Sanitation Testing Resuit Report

File No.: (2002) FOOD B2114f1-3
Sample receiving Date; Jul. 31,.2002.

Testing Date: Jul. 31, 2002

Sample Name:
Company Name:
Testing Objective:
Production Factory:
Test Code: -

Test Accordance;
Sample Quantity:
Sample Form:
Testing Item:
Storage condition:

Beliing Xipu Glebal Biology Insulin
Beljing Xipy Global Biology Pharmaceutical Technology Co., J,;,g

Normal Temperature

s

nics
mwyﬁg@mmmgxﬂ@mwﬁ,w ‘
LZQQzL&LﬁZHL.L_fl* -0939 a
GB4789, 15-94
15Qg*3lot
Capsule —
Mildew Sourdough :

. Testingi resﬁ’}t‘s:

Sample Code
Sample Name .

(2002)food B2114
Beijing Xipu Global
Biology Insulin

(2002)foodB2114
Beijing Xipu Global
Biology Insulin

(2002)food BR114
Beijing Xipu Global.
Biology Insulin

Sample Lot Number 20020501 20020502 20020503
Sourdough <5 . <5 <5
~ Mildew <5 : <5 <5A
Following is empty
‘Report date: Aug 12, 2002
Date of Termihé! Verifying: Aug 12, 2002
 Principal of test unit:
This report only responsible for the sample sending Page : ':T(';tal ,




.

Beijing Health Sanitation & Epidemic Prevention Station £ / é

Sanitation Testing Result Report

File No.: (2002) . FOOD 82114m1 3
Sample receiving date: Jul. 3%, 2062
Testing Date: Jul. 31, 200&

Sample Name:
Company Name:
Testing Objective:
Production Factory:
TJest Code:

Test Accordance:
Sample Quantity:
Sample Form:
Testing Item:
‘Storage condition:

Beliing Xipu Global Biology Insulin = .
BQJuMn29@&139@@.Eaxggx;wh,Jn_sguLsaL.e.mrungx.,guanL
Hyailenic
EEJHEl,WR_JEkEKﬂElQK&DLEb_UILS&HﬂﬁiaJﬁEEMLQQ¥JQLhLEL
(200) Food B2114m1-3-2158 -

o

GB4789, 2-5, 10-11-94

1500*3

Capsule_

Colony Group, Coliform Group, Pathogen
Neormal Temperature

Testing results:

Sampte Code
Sample Name

(2002) B2114m2-2158
Betjing Xipu Glabal -

(2002) B2114m2-2158
8eljing Xipu Global

(2002) B2114m2-2156
Beijing Xipu Global

, ‘ Biology Insulin Biology Insulin &io!ogy Insulip .
Sample Lot Number 20020501 20020502 Qoozosoz o
Colony Group (cfu/q) 60 : 20 P . 30 U
Coliform <30 , <30 R -.:30;
Group(MPN/mOg) -
Golden Grape . - No found No found ~No found
Salmonelia No found No found -I;No found” :
Zhiheshi No found No found ~No'found: ;i
Haemolytic No feund No found - ,No found By
Streptococcus No found s .
Following is empty A
Reporting date!: Aug. 9, 2002
" Date of Terminal Venfymg Aug 9, 2002
Principal of test unit:
This report only responsible for the sample sending Page 1 Tctal 1 )

%wvvﬁlf’«r&éf by - r)?“ l/cgf %// }




Ex

Beljing Health Sanitation & Epidemic Prevention Station.

periment Product:

Company Name:
Production {j‘actory:
Testing Organization:

Storage Condition:
Tesrmg Time:

torm 1. Beijing Xipu Global Biology Insulin Stability Experiment Report Results

Stability Experiment Repori

Beljing Xipu Global Biology Insuhn

Beijing Xipu Global biology Pharmaceutical Technolcgy Co., Ltd
Beljing Xipu Global Biology Pharmaceutical Technology Co., Ltd. -
Beljing Disease Prevention Controfling Center

37-40°C, humidity 75%
July, 2002-)anuary, 2003(Humidity Experiment)

PR

Ve -

\%

Lt
¥

Products Lot ﬁz}npber A . 20020501 20020502 . .. - .{0020503
_Testing ltem and time : : .
) Before Heat Preservation. [ls] 20 30
Colony Tota! Quantity Heat Preservation ong month <10 . . <10 - 10
: ' : Heat Preservation two month 20 30 20
(cfurg) Hoat Preservation threc month 20 .20 36
o Before Heat Preservation <30 <30 . - <30 -
Coliform Group iHeat Preservation one month <30 <30 <30
) M 1o { < . <30 3
(MPN/100g) ‘ eat Praservation two month 30 < ()
: Heat Preservation three month <30 . .<30 <3D
Pathogen Before Meat Preservation | No found Nofound -~ - . No fotind
Maat Prescrvation one month | No found No found No found
(Saimonelia,Zhiheshi, Heal Preservation two month No found Nefound . . Nofound
Heemotytic Streptococcus) Heat Preservation three month No found No ‘found ' Ce ~No found
Before Heat Preservation «5 <5 .<ii:j
Sourdough Heat Proservation one month <5 -1 <5
(che/g) Heat Progervation two month <5 <5 <5 |
: Hent Preservation three month <5 - <5 <5,
Before ldeat Preservation <5 ' <5 <5
Mildow Meat Preservation one month <% <5 L <5
(cfu/g) Heat Preservation two month <B <S <§
v Heat Preservation three month <b <5 S '
Before Heat Preservation | 26.8 24.5 ,25.8-‘5
Yellow Ketone Heat Preservation one month 26.4 24.9 252
count in Ludin . .
¢ "(tmg}';) ?) Hes\ Preservation two month 26.1 25.1 25.7
Heat Preservation three month ‘ 26,6 . 248 . 255"

Jdored by ieh Hi— WY

'



Form 2. Beljing Xipu Global Blology Insulin Stabllity Experiment Report Results (followéd in Farm 1)

Heat Pragervation three month

Products Lot Number 20020501 20020502 200205
Tasting Ttem and time _ o T T ‘ . L
Before Heat Proservation 0.053 0.056 0.034
Arsenie Hent Preservation ohe month 0.069 0.075 0.052 .
(mg/k ) Heat Preservation two moenth 0.092 0.089 - 0.082 ¢
9/kg Meat Preservation three month 0.088 0.085 ... 0,093
‘ Before Rest Prescrvation 0.16 0.15 ‘ 01
Lead Haat Preservation one month 0.10 0.10 .02
i Heat Preservetion two month 0.17 0.10 © 014,
{ma/kg) ‘
; Heat Preservation three month 0.12 0.10 0:.11
Before Heat Preservation 0.066 0.068 0.072 .
Ug . Heat Preservation one month 0.043 0.043 '0.047
(marka) Heat Preservation two month 0.053 0.048 0082 -
g Heat Preservation three manth 0.038 0.041 0.033.
R Bofore Heat Preservation 6.7 6.3 63 .
' Water . -, Heat Prescrvation on¢ month 6.3 . 8.5 6.4,
' (9/100p) Heat Preservation two month 6.5 6.4 87 o '
' Heat Preservation three month 6.5 6.7. .88
. L Before Heat Preservation 38.3 40.1 : 394 L '
Dt : Heat Preservation one rmonth 38.7 39.5 40.2°
(9/1009) Hest Preservation two month 40.0 40.7 399
Heat Praservation three month 40.1 4(?.3 40.4 A
Before Heat Preservition 23.1 23;7 LB A
Heat Preservation onc month 23.6 24.7 257
Ca Heat Preservation two month 24.5 249 245 o
(9/100g) Heat Preservation threg month 25.4 25.1 ©25.5°
Before Heat Preservation 3.0 1.1 1.0 .
Blding Heat Preservation one month 1.1 10 099 .
(mg/a) Heat Preservation two month 1.1 1.2 1.1
Hent Preservation three month 3.2 1.1 1.0
. Before Heal Preservation 8.5 8.3 .‘.3'9 .
Origin Anthocyanin Heat Preservation one month 8.0 79 LB
(af100g) - Heat Preservation two month 8.1 8.4 .82,
7.9 8.2 ‘81

Snwslered by i H— 9553
-/ | - S
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Form 3 Beijing leu Global Biology Insulin Stabimy Experlment Report nesults (foilnwed in Form 2)

Products Lot Number 20020501 20920502 2@92050?
Testing Item and time .
| Before Heat | 0.033 0.040 7 o;q42'
Ge Preservation L . D
Heat Preservation one 1 0.0852 0.055 0.054
(mg/kg) month : SRR
‘ Heat Preservation two 0.061 0.021 . "~ D.036
month : c R
Heat Preservation 0.038 0,018 * " D.032
three month R C

Conclusion Jishicihang Brand Bee Colioid Capsule produced (Productioh Date; 20020501
20020503 20020503) by Liaocheng Green Source Bee Colioid Sclence and. Trade Company, :s
Offered by'Bte.Ing Jishitang Chinese Herbal Medlcme Health Inst:tqtyon toge;therywi,th l&la‘ocheh_g N
Green'Souféé Bee CoHoid Sclence and Trade Company. 3 ﬁonth~Peri§d Hur%ﬂdity eipé;rimen't is
. carrled out under 37-40°c and humldnty of 75%, all the mdexes are steady after physccs and .

chemlstry testing

Testing Chief:___

Jan 21, 2002

/Fﬁwezm'm&( Ay (96«/;/5/ /,/&—— %/‘9)



Appncatlon Dbc‘uments 4

Treatment & Theory

- Beifing Xipu Global Biological & Pharmaceuticaj ‘rechholbqyééq'.',ifl.;tdf.'."

i

Preslaed by Tl W 5”4/3/ >
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It Is the most effectnve oxidizer found from plants at present 1t performs mo:e oxygen .

Bee Colloid Capsule
It contains rich yellow ketone, terpene, aminophenol, vitamine, Ca!c;um, Magnessum,
Kahum, Zinc and Chrome, which are all good for human health. '

Bee colloid contained many kinds of useful substances, such as Vitamine B, Stegapsin and
Yellow Ketone. Vitamine B is origin material of making Insulin. Steapsin performs well
renewmg function of pancreas and viscera. Yellow Ketone and terpene can accelgrate liver
sugar compounding from outside grape sugar, hasten human using on. grape sugar

Chrome veast (c2) : ‘
C:>* is main substance improving grape sugar gene (GTF). If lack of €3, Bepll will be
damaged Insulin excreting and transmission will be restrained and obstru;:ted.

Baisam Pear ,
Modern. research shows that Balsam Pear performance well on b!ood sugar dropplng,
d:spelling heat and relieving tire. :

i

Grape seeds extract (OPC)

resistance times over Vitamin C and E, thus it can get rid of liberty
~ radicel enhance human’s immunity.

Insect and Grass extract : ;
Amlnophenol peptide and sugar can performance well on blood droppmg and lmmumty
enchancmg o

_Ginger exact

Reduclng cold, reduclng phiegm and relieving cough.

Bee Colloid Capsule combine functions of all above.materials, thus make it smenuﬁc and
perfect, processmg very remarkable function on health caring..

%M‘/%M { by sz«/ F/%"“ g‘//f;}
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Virulence Rep‘”’t. PR

Beljing Xipu Global Biological & Pharmaceutical Technclogy Co., Ltd.
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Capital Medical University Virulence Research Department

Testing Report

Sample Céde: 2002041

Sample Name:  Belling Xipu Global Bioloaical Insulln o
Company Name:  Beliing Xipy Global Biological & Pharmaceutical Techno W

Sending Date: Noy 20, 2002

"}N,ijww{f’ 5




Capital Medical Unlversify

Virulence Testing Report Total 11 . | Pagé‘ 1

‘ Sample Code: - 2002041 Sample Lot Code gp_q;g_io_l
Experiment Product Beijing Xipu.Global Biology Insulin Sample Welght 3 Okg .
Company Name: Beijing Xipu Globa! Biology Pharmaceutical ‘[‘_ggm_glggy&g‘_gq
Production Factory:  Beliing Xinu. @pgwbarnwmmmm _LL¢

Sample Arriving Date: Aug 29, 2002 Report Date: -fNov 20, 2002
~ Testing objective: Safety Appralsement on Virulence T

- Testing Item: 1. Acute virulence experiment

: ‘ 2. Three-Phrase experiment
3. 30-day feeding experiments
Experiment Foundation: Fg,odu Safety . Virulence Appraisem gn:,_jmg@m__a_g_d_,,{g{gmod
' GB15193-94 :

Exper!ment Result and conclusion'
Acute v!rulence experiment: on LD50 Wistar adult mouse and 10g/kgBW baby mouse, the .
activity Is usual, no unusual symptom found it as substance of no

" poison,

" Three-Phrase experiment: Ames experiment, micronucleus experiment on 'b.aby‘ m&uSe m
' medulla PCE and sperm aberrance experiment, are all in negatlve
. quallty. ,

30-day feedlng experlment"Beajmg Xipu Global Biology Insulin have no bad effects on ‘body

growing, blood system, liver, kidney, albumen, fattmess, sugar
performance and main viscera organs.

(Testing method and results referring to the attachment)

This report is only responsible for sample receiving.

" - Technology Chief:
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Acute Virulence Half Death Quantity (LD50) Experiment Report
o ‘ .7 -Page2

Sample Code: 2002041 Sample Lot Code: 20020501
Experiment Product:  Beijing Xipy Global Biology Insulin Sampie Weight: 3 __Q,kgww
Company Name: ﬁgﬁjﬂgx {py Global Biology Pharmaceutical Teéchnology: Co:, Ltd
Production Factory: Xipu Global Biolo %mggggt{;aﬂggnno!ogx Co., !_,;g

" Experiment Animal:  Wistar adult mice, weight 180-200g, ICR baby msce, welght 18- 229, all
offered by Experimental Animat Dept., Capital Medical . University
(Certificate No.:01-4059), are divided into 2 groups’ randomly, half in

female and male. S '
Feeding environment: qualified room of SPF level (Certificate no.: 01—4059) room
’ temperature 22+2°%, humidity 60%RH, vacuum package feedlng stuff

is provided by Beijing Jiujlangkou Company (Certiﬂcate no. 052)

| Sample procéSS: Picking up 50g of sample, pouring purified water to 100ml consistency
o ' - Is 50%, 23.2%, 10.75% and 5% respectively.

Experlmental Methods. Huoensh: Method. Sample is given by irrigating stomach Stopping diet
, 16hours before experiment; observing a whole ‘week, recordfng.
po:s_pnous symptom and death. ,

Experimentaf ’Ré,sul'té:

" Wistar Adult Mouse ' ICR Baby Mous

Dosage -.Male mouse . Female mouse Dosage Male mouse Female mouse
Total Death Total = Death Total Death Total Death
Q'ty Qty __Qiy Qty Qty Qty Oty . Qty .

10.0g/kg ] o 5 o 10.0g/kg 5 0 5 0

4.649/kg S o 5 0 4.64g/kg 5 0 5, o0

2.15g/kg 5 o . 5 0 2.2‘Sg/kg 5 0 - 0

1. OOg_/1<_g 5 0 5 .0 1.00g/kg . 5 0 n 5 ' o

' The mice behave as-usual in experiment, being with normal hair color and llght good no any
symptom is found dosage-causing death is (LD50g/kg) 10g/kg. -

Results' Experiment Product (Beljing Xipu Global Biclogy Insulin) belongs to real innocuous
substance after being graded by acute poison. .

Tested by: Chen Zhennang Wu Tao
- Checked by: . Su Yilan |

| Technology.Cﬁlef: Jiang 'Zh!cheng . |
o Capital Medical University Virlence Iﬁsu;ution:

September 10, 2002
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Micronucleus Experiment Report ,f
' Page 3

Sample Code: 2002041 | Sample Lot Code: 20020501
Experiment Product:  Beiiing Xipu Global Biology Insulin Sample We:ght 2.00/day_

Company Name: Beijing Xipu Global Biology Pharmaceutical Technology Co., Ltd.
Production Factory: uiQQ&pJgobg Biology. Phagmg;gg;j;g{ ggng_gggg_gg_d,;g

Experiment Animal: ICR baby mice, weight 24-28g, all offered by Expenmental Animal
Dept., Capital Medical University (Certification No.: 01-4059), are
divided into 2 groups randomty, half in fema!e and male.. ,

Feeding environment: quallf" ed room of SPF level (Certificate no.: 01-4059) room
' temperature 22+ 2°%, humidity 60%RH, vacuum package- ferding stuff
Is provided by Beijing Jiujiangkou Company( Certiﬂcate 10.:052).

Sample process: Picking up 10g of sample, pouring purified water m .?.Oml consnstency
Is 50%, 25% and 12.5% respectively. '

Dosage Afffange: Maximum 10g/kgBW, then 1/2(5.09/kgBW) and 1/4(2 Sg/kgBW), at
the same time, masculine comparison group and negative comparison
group is arranged, the consistency are 50%, 25% and 12.5%

respectively.
Expenmental Methods: Huoenshi Method. Sample is given by vrrlgatmg stomach‘ Stopping

diet 16hours before experiment; observmg a, whoie week recordlng .
polsonous symptom and death. ) , ; ,

Statistics Methods: Posong U Testing Methods.

Experimental Results: ) : S
Group Anirnat Observatlon Micro Value Anima! Observation - Micro- 1 walue

Quantity HNucteus Quantity . - Nugleus:
. Contained i ; L..Cotitain i
Male PCE value PCE value {%0) Male PCE value ;. PCE value - :  {%0)

" mouse 5 mouse _" ‘ ; :
10.0p/kg ] 5x1000 5 1.0010.71 5 5x1000 - . & . 400071 '
5.0g/kg 5 5x 1000 4 0.80.£0.45 s 8X1000 ¢ YA Q80:t0.84
2.5g/kg s 5X1000 3 0.60+0.55 5 5x1000 3 0.60::0.55 .
CpaSma/y . 5 5x1000 102 20.40::1.82 -1 5%1000 - 102 ZQL0%2.51 -
Negative ) ' : RS o

comparison 2 5x1000 3 0.60-_&0.55 S 5% 1000 3 g,gg:to.ss
AFOUD - - i ™

No - obvlous difference (P>0.05) happens in experiment, obvious difference found between
masculine group and negative group (P<0.01). It shows that within the. range of dosage as
this experiment, will not result micronucleus increasing. S ,

Tested by: - Shen Jlaqin Zhu Jinhua

Checked by: Su YHan
“Technology Chief: Jiang Zhicheng

Capital Medical University ViFulence Institution

September 10, 2002
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Sperm Experiment Report

Sample Code 2002041 Sample Lot Code: 20020501

Experiment Product:  Beijing Xipu Giobal Biology Insulin
Sample Weight: 2.0g/day (0.033g/kgW)
Company Name: Beijing Xipu Global Biology Pharmaceutical Technology Co., Ltd.

Production Factory: Beljing Xipu Global Biology Pharmaceutical Technol_ogy Cq., Ltd.

Experiment Animal:  Male ICR baby mice, weight 24-28g, all offered by Expérlmenéa'l ‘Animal -
‘ Dept., Capital Medical University (Certificate No.: 01-4059), are
divided into 2 groups randomly, half in female and male,

Feeding environment: qualified room of SPF level (certificate noi..u 01-4059) raom
‘ temperature 22 + 2°, humidity 60%RH, vacuum package feeding stuff
is provided by Beljing Jiujiangkou Company( certmcate no. 042)

Sample process: - Pack!ng up 20g of sample, pouring purifled water to 40mi, consistency
is 50%, 25% and 12.5% respectively. o

Dosage Arrange: Maximurn 10g/kgBW, then 1/2(5.0g/kgBW) and 1/4(2 Sg/quW), at
' the same time, masculine comparison group and negative comparlson

group Is arranged, .
Experimentél Methods: Killing sample after 35days continuous éatlng for- 5 days, ciymg the
testis and testing through microscope, 1000 of each mouse record -
aberrance quantity and get the ratio.

Statistics Methods:  Posong U Testing Methods.

Experimental Resuits:

“Animal _ Observation Aberrance Type ~Bberrance

Group . Qty ' ) o Aberrance
: T Sperm Q'ty . - Bperm QTy . rate
W Unsteady  Banana No Fat Rolling ; Double - | = e
: ; . hook head _ tall tail 4
10.0g/kg s 5x1000 99 7 o o] © '] S 56 1.120.19.
5.09/kg 5 5X 1000 48 3 0 1 2 0 .54 1.08%0.13
2.50/ko 5 5% 1000 50 5 0 2 o . 0 - 11142018
- Cp3smg/g 5 5x1000 321 72 62 65 69 o U S8y 11.740.56
Negative ‘ S ;.
comparison 5. 5X 1000 47 . 5 1 2 3 R ' 58 :1.1619.15

group

No obvlous difference (P>0.05) happens in experiment, obvious difference’ found between
masculine group and negative group (P<0.01). It shows that within the range of dosage as
this experiment, will not resuit bad effects on procreation cell. N :

" Jestedby: | Fengya Zhangjie
Checked by: .- SuYilan
Technology Chief: Jiang Zhicheng

Capital Medical University VcrUlence Insutution
Oct. 25, 2002
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Ames Experiment Report - -

- Sample Code:
Experiment Product:
Sample Welght:
Company Name:

- Production Factory:

“Experiment Animal:
Operation Method:

Sample processing:

Masculine Comparison:

‘Experimental parameter:

Experimental Results:

2002041 Sample Lot Code: 20020501
Beijing Xipu Global Biology Insulin

2.0g/day (0.033g/kgBW)

Beijing Xipu Global Blology Pharmaceutical Technology Co., Ltd.
Beijing Xipu Global Biology Pharmaceutical Technology Co Ltd

Male ICR baby mice with weight of 24-28g, are: all offered by' '
Experimental Animal Dept., Capital Medical University (Certification

No.:01~4059), and dw:ded into 2 groups randomly, haif m female .

and male.

Experiment is carried out in qualified room of SPF. !eve! (Cert!ﬂcate '
No.: 01-4059) with temperature of 22 #+ 2°% and humidity of

 60%RH. Vacuum package feedingstuff is prowaed by lseljing

Jiujlangkou Company (Certificate no.:052).

20g Sample is weighted, soaked in 40ml purlﬂed water wnth -
consistency of 50%, 25% and 12.5% respectively ‘

2-AF Amino Group 10ug/utensil, MMS 2u|/utensn ﬂuorene keone o

0.2/utensll, 2AA 12ug/utensii '
(1) Protein content of Aroclo-1254 mduced adult mlce plasm is

33mg/ml;

(2) S-9 Is added at 20ul/utensil, according to AMES Test law’ revlses
in 1983.

(3) Results of the expériment Is average value of data of the three
utensils. .

Five consistency tests are carried out on samples, Wthh are not
suffered from bad effects under active metabohzat&on of +S9
system and -S9 system. 4 .

iExperlmentat Conclusion: It shows that within the range of dosage as this expertmeﬂt wm -

not result bad effects on procreatlon cell.

Tested by: - LiLYi Feng Ya
Chetked by: ~ SuYilan
V “Technology Chlef: 3iang Zhicheng

Capltal Medical University Virpléngg-.ln'séi‘tﬂi{uen ;

September 20, 2002
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Aines Test Results(r?laf: Plate Pre-soaking Method)

“Experimental Product “TA97a “TTReE TA100
Mg/m o .
+59  -s9 +80 59 +$9 -9
Beiling Xipu Gtﬁba‘l Blology Insuiln . . The first lime : a
1.00 " 90.00 67.00 32.33 18.67 131.33 137.00  293.00 ' 184.67
 £29.46 22,63 16,03 +£4.73 +8.14 +9.8% D £18.36 . $£37.07
0.50 13833 127.33 30.67 26.67 128.67 13233 : 312,00 246.00
, . +39.88 +£2.52 +4.61 +3.78 46.43 4£30.69 . B854 . . 11249
0.25 . 130.67 136.00 31.67 30.67 141.00 139.67  ° 208.33 254.23
41607 £13,75 £6.03 £3.06 +7.94 11343 . - £11.50 +4,73
0.1 © 13733 150.33 36.67 31.00 139.50 19100 . 313.67 ' 253.67
. %B.08 - +24.33 43.51 44,00 11202 +4.36  ° +20.21  *15.50
0.05 © 13233 120,33 33.33 28.67 136.67 . 137.33  208.00' . 258.67
4:20.55 44,51 14.62 £2.52 +16.26 £7.51 . £1831.0 £14.01
0.01 13433 133,00 30.67 30.33 137.67 13533 . 30067 - 263.33
C£3.51 . x819 +3.06 £3.06 +8.02 %6.03 . . £14.22 37.08
His~ (PBS+0,IMIDMSD)- ' I S ‘
113967 138.00 33.67 29,67 132.67 129.67 - - 28133 . 260.33
L %7.58 £6.56 +4.73 £3.51 £9.29 £9,07 i %132  1B.50
0.50 - 130,00 127.33 29.67 28.33 142,33 137.33 31267 - 268.67
; L £9.64 £8,33 12.52 +3.06 +14.01 +8.50 %1026 . 41343
0.25 139,33 136.67 33.67 33.33 128.67 13333 30733 . 25033
. +9.07 +10.69 +2.52 +5.03 43.51 1874 %1422 - 11041
0.4 131.67 133.33 32,33 32.67 139.67 13400 29833 7 264,67
F 47.37 43,51 14.16 +5.69 $13.2 . 41200 ) £39.8§ . 1097
0.05 142,67 128.67 34.33 . 29.67 145.67 13533 . - 30023 | 255.00
3#:13.50 +4.51 +3.21 £3.21 43457 | 4802 41068 - #1852
- 0.01 1135.00 131:33 30.33 31:33 140.67 136.67 292330 © 248.33
%1453 £4,04 £3.79 +3.06 48,33 +945 4945, - 313.05
His-(PBS+0. IMIDMSD) i i : T "‘
3 127.67 133.00 31.33 31,67 134.33 13233 313.00 . 250.67
45.69° £6.24 £5.69 +5,03 49,29 41087 | %1418 T . 4179 .
Masculine , 3 : “. TR in
comparison (up‘/m) . T !
2-8F 1C  1461%94,75 . 2688477153 v S
Ketone 0.2 . 27244130.13 2182493,34 '
2-AF 10 ' 1512490.51 o 0
MMS20 - - ‘ ' 19931198.09 .. - . 34124265.87

AR : .  jazex13839




aoodéy Feeding Experiment Report , ;

Page 7

Sample Code: 2002041 Sample Lot Code: 20020501

1.Product Name: Beijing Xipu Global Blology Insulin, Wthh is made from bee collold,

biding, grape beed and pearl powder. 2.0g/day is recommended to
~group and 0.033g/kgBW to adult count on per 60kg. =

2.Company Name: o Beljing Xipu Global Biology Pharmaceutlcol,Techﬁology Co.,: Ltd.
. 3.Productlon Factory: Beljing Xipu Global Biology Pharmaceutical Tech‘r:lo'_logy,f';ol,-Ltd,
- 4.Experiment Animal: Male ICR baby mice, weight 24-28g, all offered by - Exoel‘lmental

Animal Dept., Capital Medical University(Certification No.:01- 4059),
are divided into 2 groups randomly, half ln female and male. o

5.Dosage Arrange: Maxlmum 10g/kgBW, then 1/2(5. Og/’kgBW) and, 1/4(2 SQ/kgBW),

at the same tlme, masculine comparison group and negatwe '

comparison group is arranged

6.Taking methods; Feedstuff is adopted and freely absorbed L ‘g :

7.Feedstuff formulation:  10% of the adult mice weight is taken as feedstuff absorblng

dosage, feedstuff of different consistency is made accordmg to“

dosage, that is 3.3%, 2.48 and 1.65%.

8.0'bservatlon"lndexes'

8.1
8.2

® WO
[+)] v hWw

Observing activities of the animals, as well as hair color, absorption and dramage The

body will be dissected If it is dead.

Growth and food usage rate: Animals should be weighted daily before and after the -

experiment, as well as record information of feedstuff. adding and balance thus food
usage rate is made. o A

Blood index: Hb, RBC, PLT, WBC and assorting.

Blology and chemistry index: ALT, AST, TP, ALB, GLB, A/G, BUN, and CRE

Viscus indexes: heart, liver, spleen, kidney, stomach, bowels, pancreas, spermary and
ovary.

Pathology inspection: Inspecting with light microscope on theart, llver spleen, kidney,
stomach, bowels, pancreas, spermary and ovary - , .

9.Statistics Methods. Square Difference Method.

10.1.1t shows thal: within the range of dosage as th;s experiment, will not resulc bad effects on -

“10. Exparimental Results: : -, .

‘No obvious difference (P>0.05) happens in experiment, obvious dlfference found behween
"masculine group and negative group(P<0.01). . .

procreatlon cell,

%(cwé\ te A 4)/ ‘ OZW Né/ 4/3/}




© Form 1 shows that welght comparison with negative group, no obvious difference found(RS‘0.0S). '

10.2

Annex 5-2 Page 8
tist 3 Animal weight in every week (X 4sd)
= Group type Animal Gty Before First week 'Second week Shird weak Fourth Week
Experiment
Beijing Xipu Giobal ioiogy nsulin T Maie mouse , e :
3.30g/kg . 10 65.80%2.90 109.70:1 11.60 159.70+9.19 207.1048.95 255.50+11.19
2.489/kg 10 65,70+2.99 112.40:4:11,41 160.20411.63 209.50:£8:80 zse;zo;t;?.ls
1.655/kg 10 66.00%2.75 110.30:+8.93 158.80+8.24 206.104:1.75  252.40::6.54
Negative 10 65,801 3.01 111.30:5.48 163.40:1+6.85 211.20:+9.40 259.404:8.93
comparison
) Female mouse .
3.309/kgy 10 66.00:£2.13 §06.804.6.41 134.80:4 5.79 161.00;'): 8.82 18R.204 7.83
2.48g/ky 10 66,1041.9] 100.70: 5.68 135.301.5.62 163.30.‘4:7.56 186.904.6.17
1.68g/kg 10 66.10+1.91 101 .40:£4.65 132.20: 5.33 162.20:?44‘.76 : 168.30:1.5.96
Negative 10 66.20%.1.99 101.80+6.86 132.40: .17 157.904:8.50 18310 48.36
L.Sompertsen - s i

Food using rate: referring to Form 2.

Form 2 Weigh increasing(g) and food using rate(X2:SD)
Group Maie mouse female movse .

Weight Total capacity Food using rote Weight Total capacity - Food uslng rate

increasing ' increasing - . :

Beljing Xipu Globai Bisclogy Insulin R

3.30g/kg '189.704:10.31 504.40::14.32 37.594:1.05 122.2048.20 454&03{.29.70 . ' 26.944:0.88
2.489/kg 192.50+6.43 512.30+10.31 37.5830.97 122.80: 5.92 470.105: 1‘6.37 '26.14:.4:1.43
1.65q/kg 186.404:6.45 495.50:+23.53 37.674.1.64 122.2046.76 443.90&,20.01 1 27.284.1.42
Negative 153.604:8.82 501.95+14,76 38.57+1.06 116.90:t.6.64 445.00;1.1"8.42' © 26.2740.94

comparison . R N

BT L ——

Form 2 shows that no obvious difference found on weight increasing and food usage. rate, comparlson with

negative group, (P>O 05).

/{,/W“{‘Wd | %”)’ ;‘OK/{/\“C// Hé— g/;ﬁ/z', -
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Annex 5-3 Page ©
10.3Blood index: Referring to list 3
List 3 Animal bloed Index result (X£S5D)
Group Hb RBC VB(: Ty Lymph Neutral T Shern
(s/L) (X10%7/1.) (x10%/L) (X10%/1.) (%) (%) (%)
Beijing Xipu Global Biciogy Tnsulin . Male mouse -
3.300/kg 143.40+16.05  5.9440.62  15.05:42.50 378.60£118.11 81.70:1.16  14.20::1.23 . 4.1010.74
2.48g/kg  145.10:-14.46  6.02:4:0.87  1577%3.45 320.40.341.80  B80.50::1.45 15.201:0.;85 390:4:0,74
1.65g/kg  146.00+13,91 6.88:0.48  37.0114.55 351.90%164.03 81.30£1.70  15.00% 115 3.7040.82
Negative  146,304.9.24 5.981:0.44  16.72:131.72 378.9049.17 81.00+1.70  15.30+1.30 . 3.70+0.67
comparison ' S
Female mousc
3.30g/kg  152.804:10.04 6.61:/0.80  15.3433.45 266.602101.58 82.00+1.25 14.50£31.35  3.50:.0,53
2.489/kg  153.70:36.86  6.60:0.86  16.5642.70 404.207108.38 82.80::0.79 13(593&0.97' 3.7020.82
1.65p/ky  158.70:£18.52  4.36£0.79  17.04:-3,4 353.70:4126.21 83.1041.20 1370116 3,20+40.42
Negative  148.0047.97 0431042  158643.79 438.70£137.48 81.80£1.680 15.00+1.41  3.2040.42
comparison . e . o C
Form 3 shows that weight comparison with negative group, no obvious difference found (P>0.05).
10.4 Blology chemical index: referring to Form 4 & 5.
Form 4 Biology chemical index results(X:, SD)
Group ALY ABT 5 ALS Gie “NC
‘ u/L Ui on 9/ o/t -
Belfing Xipu Globas! Blology Insuilin h Male mouse i}
3.309/kg 27.30+6.19 136.4247.80  65.80+2.00 31.94£0.69 33.8612.23. 0.95£0.07
2.48g/kg 22.2144.64 137.9949.42  65.4411.93 31.662.0,52 34.7841.94 . 0.9140.05
1.65g/kg 25.95+:4.87 144.161.9.06 £6.633:2.04 32.06%.76 34.5751.89 0.93::0.05
Neghtive " 23.7416.38 148.24219.60  66.3442,00 32.144 0.96 34.2042.45  0.9540.095
comparison ! : ' : o .
: ' female mouse o ‘
3.30g/kg 21,57%6.39 135.55+8.80  66.88+2.58 32.2440,96 39.54£2:86 . 0.94:40.09
2.48g/kg 18.56+4.28 140481218 67.80%:2.48 32.05£0.71 3575£2.21  0.6040.06
1.650/kg 23.4445.21 142.78:19.19  67.0142.31 31.84£0.73 3517£217  0.92140.06
Negative 22.85+4.53 146.49:.9.33 67.33%2.18 32.31+0.91 35.02:42.96 0.93+0.10
comparison e e S

,Wé’%ei by et He %/D> _




Page 10

Annex 5-4
List 5 Animal blood index result (X+5D)
Group ' CRE RN T TGl ¥C
Umoi/L Umeol/L Umol/L Umoi/l.
“Beijing Xipu Global Biology Tnsulin Male mouse .
3.30¢/kg 44,30+9.85 5.34:.0.58 4.59:40.21 1,531+0.17 ..
2.489/kg 45,78+ 14.69 5,194 0.60 4.471:0.30 1.5740.30
1.65g/kp 44,30:: 13,92 5.19:1 0.57 4.47.0.14 1.58x0.14 v
Negative 47,25+6.23 4.83+0.90 4,41+40,13 1.514£0.19 -
comparison o
Female mouse,
3.30p/kg 39,87£7.13 4.74:-0.80 3.73£0.27 1.45%0.09 @
2.489/ky . 39.87+7.13 4.6110.B4 3.85.40.39 1.46+0,08 -
. 1.65¢/kgy 39.87+7,13 4.56:L 0,68 3.8910.33 1.374:0.08
Negative ‘ 47.25+13.57 4.80+ 0.69 4.3040.43 1.51:40.10 -
comparison -

o

FET
Uo1/L

L T PP P I S ———

0.724.0.14
0.754:0.17
[ 0.7020.13
0.7540.16

£ 0.49:+0.10

- 0.51£0.30 -

0.573:0.14

- 0.5340.14

-

Form 4 & S shows that weight comparison with negative group, no obvlous difference found.

10.5 Viscera organ incex; referring to Form 6

Form 6 Viscera organ index resuits {X+SD)

Group ~ Heart Liver

Spleen

Beij(ng Xipu Gtobif Biology Insulin

———— v

3.309/kg 0.3140.01  2.83+0.10  0.23:0.02
2.48g/kg 0.3140.01 - 2.86+£0.14  0.23#0.01
1.659/kg  -0.31%0.01  2.8620.09  0.23+0.02
Negative 0.31£0.02  2.58+0.37  0.24:D0.02

comparison

3.30g/ky  0.32::002  2.8740.14  0.2420.02
2.48g/kg 0312001 2874032  0.25+0.02
1.65a/kg  0.3240.02 2804000  0.25%0.02
Negative  0.33+0.01  2.912029  0.263.0.02

. comparison

Pancreas Kidney Stomac}w. . Spermé‘:y(ovaw)
' Male mouse T )

0.17£0.02 0724002 051002  0.91£0.05 .
0.1620.01  07240.02 053003 0.83:£0.03
0.1740.02  0.7240.02 051005 ' .- 0.89::0.06
0174002  0.73:0.01  0.51+003  0.81£0.05

. Female mouse R b
0.1930.02  0.7240.03  0.56£0.0Z  0:062::0.008
0.1740.02  0.73%0.02  0.543:0.03  0.057::0.007
0.1710.02  072#0.03 0565002  0.057£0.008
0.1840.02 074003  0.584.0,02

0.061 +0.006

oo ar.
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Annex 5-5 : : - ?ége 11

Form 6 shows that weight comparison with negative group, no obvlous d;fference
found (P>0.05).

10.6 Disease principai organization observation

Liver and viscera organs in right color with sharp edge, no ébﬁdrf‘nality found, no
obvious organs variation happen except that is slight bad on part of liver cell(Maximum
dosage’ 5/20, middle dosage 2/10, minimum 2/10 and comparison 5/20).

10 Conciusion

In the dosage range as this experiment (1.65-3. 30g/kgBW), no obvlous effects found
to animals growth, food usage rate, blood system, liver, kidney, procreat(on system .
and metabolizing of albumen, fattiness and sugar.

Tested by: - ~ Chen Zhenliang Feng Ya
Checked by: Su Yilan
Technology'Chlgf: Jiang Zhicheng

Capital Medical University Virulence Inst:tution
Nov 20, 2002

Jlonel by Dol Hoe W5
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Certification

Beljing Xipu Global Biological & Pharmaceutical Technology Co,, Ltd.
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NO.Y.05-1
Sanitation License

Duplication Chang Wel Shi Jianiz; 2002 No.2085

. Corporation Name: . Beijing Xipu Global Biological & Pharmaceuucal Technology
Co., Ltd.

Corporate Representative: Wang Wenbing

Address: NO. 9, Zhenxing Road, Science & Technology Park Distnct
' Changping Town, Beijing City '

Certified Item: Authorization on Processing and Sale of Xln u |gb‘! {;g_gg
‘ ' Insulin

License-issuing Authority: Sanitation Bureau, Changping District, Be!:jing City

. “Nov 15, 2002

Valid Perlod: - From Nov 15, 2002 to Nov 14, 2004

Kadluied by : D M5~ 175



)

Beljing Standard Certificate of Products Registration
Registration No.: CPO&SO

Corporation Néme: Beijing Xipu Global Biological & Pharm’éceuﬁcalf‘l‘eﬁchn‘qlogy Co.,
: Ltd. ‘ ‘
Registration Address: NO. 9, Zhenxing

Road, Science & Technology Park District, Changping Town, Beijing

Corporate Representative: Wang Wenbing

Authority Code: 80266437-8
Registration Valid Period: ‘From Nov 19, 2002 to Nov 19, 2007
.Registratlgn( Authority: Beijing Quality Technology Supervision Bureau ' : =
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—: &F
Bt 2% ZE (mg) B@eR Il
B[z SR B 0 10 FE
| TR | 200 40 FE
| BHeEE S0 10 5 (]
[/ AT 100 20 R
EHFFERY 50 10 o s
AR 50 10 HE
& it 500 100
= MIA#
1 &£=IZ
A R
SRR B EITER AR, EREEEEE, ARENTEA.
B FNERY
BARS, BESE, 20 EUTFREMR, TEEEREE, BENASEA
TR, FHER.
C AIHEEF;
Ak - BT RK .
D HEREY
BN 70%EFE RSN AR, TR SSE, BAEEN, Tl
WTRER .
E WETRENY
HEIEABRH, TAHERNR FERNESTEREA.
F Z£ZBHY

ERIER, ERIUKMANR, BESE, BBHIE ARK 10%—20%::
KBEDE, RRETHORK, BHuliE. BWEE PH=2, RERE, AKX
REFE, TREH.
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FRIRBER 2

PR R MR

R EEFRENEHHARE R AT



f (I TEEA m:;oosrz a{é”séi?;?c R 0':. glg 6m f 3 i
‘M A MmexsnmrasnRe gLy

<Z(JU!:M$\$;@27Q;-§- B B MR O &

RRsE. _CRERSORESESE  Ren. LRENRREN RNy RAEAT

sreaf, _IRESETREWELERARAT

SEESE. _ [200210052  FAHS 20020501

W E

RB&E:

ERGHTE

@OeF MEAANENIRSEREYRARIARE, ROEERRELNEY:
B, BEFEEE 0.5 e, {E €0.17g/ke. bwd. P (0.33g/ke. bw). & (1.00g/kg. bw)
#1248 f\n EE 5 EAE BUAE LR 4B B4R T 25%(P<0. 001 ). 15%CP<0. 0170 17%(P<0, 08«
EEEEER 2 A, &R, P BNEENOBESENREYNE S INEMET 20%
(P<0.01). 23% (P<O.01) 51 22% (P<0.05): SR ELEBESANEERNBALRTEZE
25 (P>0,05). £BRYWEHE, FXIMRBBWESSANREKE FEOBEEGENT
BEER (P>0.085).

RE (RRSRIELFNEFNEUTE) HE: ﬂtﬁ:&@%ﬁﬁﬁ&%ﬁﬁ#ﬂi%
EmEBER .

RIFEE.

FRRRENNERR R AR iz
| o
ﬁ*ﬁﬁA=_i’@/{ﬁ'

=] $8. 200211 FA7H




2 (P>0.08).

2 o B SO AR T RO R L R B /) B L R

12.FEB.20931213: 1pFAX OLJING WAT TAD. CO. +852 233446658 No.sgs  P.5 . 0§
018 54347398 o
B4, [2002]0052 BEIWH4W
2. &R
2, 1 MHFFE B RER
1 XEE 'J\&imﬁﬂﬁﬁﬂw (X£SD)
A7 ERGHE | 4% | MEE (mmol/L)
(g/kg.bwd | () [BERGN | Pla | SEomNEE | P&
FRR 0 10| 5.0%0.7 | — 4,830.6 —
Z8YE 1. 00 10 | 5.4+0.9 [ 0.2274 4.8+1.6 0.9284
LEITI, BT EE I RERANRE, ERANEANDE RS ax RE LR RE

' e RSB EE R  (XESD)
€857 HINOTE | B1E ‘ MEFE C(mmol/L)

(s/kg.bw) | (R) [BBRWW | Pl | 2S@lEE | PE

ok g g 0 10 18.84+£3.0 | — 31.8:4+6. 4 —_
_ HRA

R 0.17 - 10 18.743.1 | 0.9886 | 25.3+10.4 0.1110
ik <! 0.33 10 18, 7+5.0 | 0.9831 28.6+11.6 0. 2363
ERUE A 1.00 10 18.144.6 | 0.7244 25.5+10.5 0. 1248

HR 2 W, A%, SLEERNNENEEUEESHOMEASRALBET
Eg%i (P>0.03), S PAAFNENSEHYMAEAL, FFEL M MPEME & 50 S Lk s 1y
TR FEHR (P0.05).

203 A EENERT R RUR AT A R B &

23 xlﬁﬁ%ﬂﬁc%m%ﬁﬂd\m&mam&m (X£=SD)
] SRTAE | DB | HLEEA Comol/L)
(g/kg. bw) | (R Q A\eg P A 0.5 /B¢ P {3 2 /i P{E
s LS RE 0 10 | 3l.8+%6.2 | —— | 50.0%8,3 — | 34,6%4.0 | —
B wf DE R
KRSl 0. 17 10 25.3+10.4 1 0. 1110 | 37.7+26.4 | 3.822X10" | 24.4%8.4 | 0.00%¢
skl ke
¢ R e 0.33 10 | 28,8211.6]0.2363 | 42.6+35.3 0. 0014 26, 84&7.0 | 0.0095
£ ¥
7 RIS 1.00 10 255410501248 | 4).7+8.5+| 10,0101 |27 1:+8. 8% | 0. 0258
¥: SolEaRE N R G RE%S (PL0.05)
e FEMBEENBRELREHELETES (PCC.01)
ek TR EERBTRELERFRETFER (P<0.001)
HEE 3 WL, BUTREEER 0.5 /AN, €, b, BHEAMSIURE S ool R 4 bk 4>

SUBR(RT 25% (P<O.001), 15% (P<O.01) FI17% (10.08). BEEEEE 2 ot (L. k. &
FIEEMMEAS SO EEME LS IR T 29% (0. 01), 23% (R0, 01) F1 22% (PLO. 05),
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F|IW HEE
£ X ERBADE M R D

Beijing Municipal Center for Disease prevention and Control

FEGTEFARAEOBREER
Xiyusn Hospital of China Academy of Traditional Chinese Medicine

B B H &
CERTIFICATE OF ASSAY

PESMS. (2002) ®B2114

BHISRS. 200250048

HEaad. IRFUETEGRAFTNFT: WRTSESRNRERLS
R ERFHEPEREATHNR
PR, 2002465818

BRRE2%K: FEEMOEREEEE

FREE: 0. 4g/8 X 758L/4 X 14088

RICTE: MEFDBASREZR

W ER: 20025118238

$4BM: 2003F1H5248

H!ﬁf&ﬁs (REERMGE%HFNEBFENHLTE)

gREH=E:

RAWE B S RE XM, ﬁeoﬂﬁmﬁiﬁﬁ'%ﬁﬁMQkﬁﬁﬂﬂzﬂﬂéﬂ.
E3051, TLRYEERAREEYEBTNESE, KA A FEEammk
R, HRAMTREN. —1AF RERRVFUENSSRERREN
ROENTIN, ZEOETEL 112 5lmmol/L, BELETR

1.181£2. 20mmol/L, #2214, BEHE 70.00%; NEEAFHHE. KELFTE
ARE, ARG, SHERI0.00% FHENLEHEFER. HENWFALRS. 4
FR. aEl. AFLEA. aBg. $EHER. 2AHER. BRE. WETAR
FABLTERRVAFIEEREE, RRFLSNLSKEERETSTES
EREREAZNTREW,

EREBENMHERRAAT
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818 64947993

2| H6W
“ FHBRMBREERE" AR

1. #ﬂgfﬁ: \

L1 A FHENNSREERE, MRASEEN. eNdtRFHESRE
HRBEFTRFTERE.

1. 2. iR, DRERFARSOEECH. £RELL-663, TFELFES
zﬁﬁﬁ, HfSARRERNEE. SEREAANEEN, FEEHEANE
1. 2. 1. BHRE. EREUTVINDERFHFRTEERERE. TREES
EYLBENE NREE &R E O BFIRERRFA ZEIE>

7. 8mmol/L (140me/d1) R R/Zoh B =11, 1omol/L (200mg/d1) : LT MEBIT M 4 >
6.7 mol/LEEB2h 27 8 mol /LR MEAS .

1. 2. 2. BAER%E:

AfeLReREEN I ABRFAAELES, BT TRENE,

. 2. 3. HifeER%g:

. 3. L. EAEIRS u‘F.?!ss# BlEE, EEXRILAEX.

.3, 2. BEEL.F. BSHEE REFFTHEFEEENER. BisS

. FEhE, TEAHDHRERTLE.

L. 3. Eﬁ':‘ii&: sofi [ HERARFMERAEE, EHS Y=g, FRARESR
YEBBRERE, HENeFiEslERBEERENT/N, #6580, R34,
ghokt. ERRETRPESRNDH, FARFNBEASBEE,

1. 4. LBEWRHF: F-8208 MR+, MIDIRONR-+TA L (BE), Olympus
2 BB EAMTETAU00 (&), ENSHIESNATELTRE.

2. MEEIELR:
SFEAEHF T RASRFRRE RN S MR~ K, KA 15K 8 S OT—K.
2. 1. THBELWEE.
2. 1. 1. GERMRE: P TE
BAWIAE, THRRSRANR, EHE. AR .f. 2l B,
SR. REXHS. BEABE (BB, #2025 £ )E’c&ﬁﬂ)’%ﬁ-&ﬁ
#, *RRTESRES (S BRUBHEY, &k 4;, ;'}-‘Jﬁﬂ)w SMJE&&*

$n UL .
2. SFRIMYERAEL TR, ?i R

2. 1.
2. 1. 3. RERFGRI. *.
2. 1. 4. ffE(REERETC. HR=1T10) 3.

t. b ' Al
v . ol z .
0 : - 1Y - -
PV P B PRy .

. gos
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Bl2 84947358

$£37W Jk6em

2. 2. ZRMENLE:
2. 2. 1. AREELE,

sEmitl, nEES. SERHTEK R+R8E.
2. 2. 2. £4EEIUE 4

g S EAaALl, BRETS, LFEIEE (REHEEAST, SAEEEALT, R
FUREA, AFCre).
. 2. 3. BEEBHE, LBE. XEMEEN.

N

3. ﬁﬁﬂiﬁ’ﬁ'

3. 1. Fih FESREENS, SEDEREELERATITTES10%

3. 2, B EERREUANSE. QW TRRED LR,

4 GR. GRERVSEN: Ke | STHFLENSEDSIRTS, BEIS
T A ERAHEE,

4. 1. —BREH:

SR 60%l, FHENERRERBRRBESE 136), ki 176, F#Z 34
#., F¥Ek 655, FH5L 0¥, FHFRE 4.83F, WREEMISH. i 12
Bl FHENMY, BK6EY, 952 415, FIREEL 47E.
4. 2. WEAGEN—RFRLE:
£l T BTG (XSD)

7 # g F R K BB £ & (mmol/L)
) (B 8 & (&) B 85

ESRCIEERSTE 30 55.23%6.76 11 19 5.80+3.77 9.49%2.79 13,3844, 55
X B 4 30 53.17+4.26 11 19 5.8524.26 9.26+2.72 12. 253, 44

=2, mam R SEYIE R
44 Bl MRS TN m *B&E
EEERE 20 7 7

Xt 0 30 g § f -
F1. TR, BERSNSHHIRTH B

& &ﬁ‘ﬂ'hhﬁ.




12.FEB.20@31213: 12FAX ULING WAI TAD. CO. +852 233446654 - No.9ge  P.9 , "V,

P10 64547998 d
BT FEHW
. BEK.
3.l Eﬂ&iﬁm&ﬁ
= LB\ B AE B R LS (amol/L, X3SD)

4 # Rﬁﬁv ‘ AeE -]
RREERE 9. 49+2. 80 8, 372,82 =1, 111, 514+
b ol - 9 2613 72 9 2842 97 +0 (241 4788

TEANE e PC0.01  AFEA 88 P < 0.0]
R4, BEREWERBNTIEFEE (omol /L, X28D)

# @ RERr REE EE
BREWRRR 13. 384,55 11.47%3.42 ~1. 812, 20%*
R # 12, 25+3. 44 12. 023 42 0. 23x1. 92u#

BSxME = P<0.0l MMEXNMEERP <O 0L

—AA)E, SFHEORISRIE R R R St B T REL Limmol /L, RJE2
NI BTG TEL Olmel/l: NRESEABEREI OB TERRHEE.
4, 3. 2. SELE. RE. REHELE.

RS, RENFEEMWOERRERMAIA LE (WD)
ME o el HREd Wk WeE WEEM

MEF 30 9.43:2.8B0 8 03:1.84 1.4642.28+¢ 8. 3742.82 1. 111, 5l%x
(omo1/L) (30) (9. 2622. 72) (8. 1842. 79) (-0. 08%0.97) (9. 28+2. 97) (-0. 02:1. 42)

REE 30 0.53x1.22 0.3740.84 ~0. 1740, 66
(30) (0. 43=!. 00) (0. 57=1. 13) ( Q. 120, 80)
RE# a0 - -
(30) (=) )

() WEBE QEHME = P< 0.01

4. 4. BROEEIHMELE.
B8, MBBETHHG

2_ & oL
BEEFKE 7l & 21
TORE (%) 70.00
A4

B L oo e e e S o b A KT
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- 4 )
4. 5. EERWEBRA:
xS ERWE RN L

ey

IER B3 (@ k- SS) x% D orEEY

NRE ReE  WRE Ned HRE Aed HRE Wel

SR 0 1 5 6 6 6 46.45 53.85
gm0 1 6 6 9 4 40.00 63.54
SR 0 1 8 7 10 6 37.50 57.14
zZn 0 2 8 9 11 6 42.10 64.71

HEEEFRERUBSE, FHEMNERMERRYT FHRE.
4. 6. BWRERBY S

B10. ISHRERBSLE (RSD)
4 g% R BET RER

GREERE 30 7.0745.43 5. 3744, 15%%% 4. 9024, 30%*k
XN R4 30  6.8023.75 5. 5743, 1 6okt 4. 273, 204k

Q&R *e+ P < 0.001
FHENRSREERENN AW REERERNER.

4. 7. IRFEHBR:

=il HEEE.

b bl »
W _BE BEm B
TC (mmol/L) - 4.9920.94 4.9 T .
TG (mmol/L) 2,00+1.68 1.89x1,44° .7 4§ % 1. 87+1. 54

r

N _.' “. . F %
FHENCELESRRAS ﬁﬁﬁﬁmﬁ%_ﬂfgﬁ_ 7 »

v
t i




12.FEB.2231313=12P'AL VUJING WAT TAD. CO. +852 2334466SAK% NO. 586 P.
218 849473898 '
6 36T
4. 8. MPFV|LITIRAE.
i1, ﬁﬁﬁmmﬁi&?“ﬁﬁmlﬁ&(mm
BERERR (n=30) A (n=30)
o B WEH =% -4 %1 Hes
TP (g/L) 73.85%4,41  74.63+5.79  70.77%5.19 72, 18+6. 07
ALB(g/L) 43, 70+2.44  43.95+4. 12  42.5624.22  42. 78408
ALT (u/L) 22.7740.53  21.37=10.23 19,93x9.33  20.00=10. 88
AST (u/L) 25.20+7.00  25.07=8.39  21.87£7.29 21.13:5.86
UREA (mmol/L)  5.41&1,29 6. 00=1. 80 5. 35x1. 31 5. 391, 50
Cre(umol/L)  93.8§7:12.43 ©04,92:12,02 88, 20+13.06 02. 49:13. 68
HGB (g/L) 130. 13£12,97 132.83£11.99 133, 63x12. 89 137. 8018, 59
REC(x10"/L)  4.39x0. 41 4. 38%0, 37 4.3620.38 4. 40%0. 39
WBC (x10%/L) 6. 691, 55 6. 57=1. 33 6.61%1.55  6.49%1.39
FERRIE LERNSTHEVEEETE.
4. 9. HE. LBE, BERYE: FREWEFETEE.
5. A&
5. 1. FHEMNLBEESEREFTRIEINSENFNIIN SHEHNBETRE
1.

11=1, 5lmmol/L, MEMBE TR 1. 9122, 20mmal/L, 218, BHE 70, 00%;
HNEEEHEOBERRELFTRANE, T30, EH%IE0.00%, BHLSHEE

TER UBFLEMREEEEREEHEOLFET—SHIIN.

5. 2. FEBMREREERERTENEZR. K. $K. BT HEEIEERK,

HEEHEEER.

5. 3. KEOWHBMNSRRRERE haEh. 0O, SEKR. AFLES.
RS, STRER. SEEEE. V¥ REREARFASGSHERFLEEY

TEEl, ﬁ!ﬁ*ﬂi 3 _~ ﬁﬁﬂﬁ%? ﬁﬁﬁ.

‘iﬁ‘rﬁﬁﬁﬁﬁﬂﬁ*-b

2003$ | A >vH

R et VY

\F.J,./",, —-atow

11

. lgos

R . s : R OR e III. i
EAERTPST VLIRS 5 O NI i

PP L
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X T ARAAGEH T o

& m # £
BREESRE (2002)%R2114 F IR 2|1
REER L RSESREDEDE RUHS (2002) R B2114h1-3-1510
EpRdy ACHDERSREWESERTRATY  Lrad IR E RS ERNHRETRAT
FKipdal  / ' RUEN D
RERE 200207 31 BB 2002.07.31
RESER W BE%E BsEXS
RELE %E BUILR BRSERILEH

RAUEE (KA 5 (CB/T5009, 11—1998) & (GB/T5009.12~1996) K (GB/T5008,17-1998) 45
(6GB12390-90) 4% GB/T5009.15-1996 X4 GRS005.3-85 K4 (GBSO0S.4-85) BE
W RETE. LR ERE (RS DHEMMATE) ) &R (GB/T5009.35-1996)
ZERE (GB5009.37-1996) MARRTE ( (he ARFEAEEN) 2000 FFAE)

M e R
= &% xR K4 x5 & ® zZBRE
(me/ke) (mg/kz) (mg/kg) (g/100g) (2/100g) (g/100g) (me/ky) (ug/@)
(2002) @ B2114h1-1310 0053 0.16 0.066 62  38.3 . 23,1 0.033 37.8

(2002) & B2114h2-1310 0,056 0.15 0.068 6.3 40.1 23.7 0.040 43,7

(2002) g5 B2114h3-1310 0.034 0,11 0,072 6.3 39,4 247 0.042 37.4
FAMR wEFRE BRE M\REE XX PRX

(ULETH)
. (g/1008) (mg/g) (mg/100g)  (min) (g/ke) (a/kp) i &
(2002) & B211¢h1-1810 86 1.0 26.8 11.0 0.0077 0,018 20020501
(2002) 2 B2114h2~1310 8.8 1.1 24.6 10.0 0.0081 0.017 20020502
(2002) & B2114h3-1310 8.9 1.0 25.8 13.0 0.0075 0.017 20020503
LR
AP SN TR RRER AT

Nl BWE
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P.14
& T ¥ 2 & B K 3 s
T RoE R R K E
-;-*.W % £ (2002) & B211411-3
(20c0; HACR) ¥ (s02202 WAEEM: 2000407 A 31 )
e 2002407 A 318
Mo AFERAFRELBE L - e B AFERSBLSENE LTS

wEE: DA%

BT (2002) #-B2114f1-3~0939

AERRAE: (B4789. 15-94

&F$ﬁ4§;M#§t?E§&*#m&ﬂ

Ft Sodt F- 150p x 33k Rk Mg
2B e: IR ®RAESH X8
LRt R
#&sé:-%— (2002) £ B2114f1-0939  (2002) 2 B2114f2~0839 (2002) #* B2114£3-0939
N ALFERFRLWBGE ATERFRLDEEE LREANFREPELE
P2 k2 20020501 20020502 20020503
B (cfu/g) , <5 <5 <5‘
BE (cfu/g) <5 <$ <5
VATES
rg:.\! ‘f‘r - .:.
; ?”'Q ™ L :
TEJ g .:@V fh'?
€8 M 2002 4 08 A a.,f,&,,,.m aH /
FATHE S 20 O?ﬁ ”‘Luﬁ
BRER ng% =
AR A atit et i ¥ -3 1 = 1R

BERLVEPS BTR
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WING WAT TAD. CO. +852 23344665
dk E T R 4 B £ 5
R A KW R RS

NO. 986

(‘. '
mne % % (2002) 4 B2ll4ml-3
s T 0208 WALD R 20024 07 A8 31 ®
METR Y 2002% 074 31 8
HELH AFERAREMEE K Siedpy EFEHAREHE HHERLTRAE
BEEe:  ReSL &F-@F-{i.,dhﬁ'ﬁmi&‘ﬁiﬁﬁﬁﬁéﬁm\‘]
BT (2002) £ B2114m1=3=2158 HW4E42: GB4789, 2-5, 10~11-94
MAkE: 15053 Bk BE
BREa: 3 2.4 4 R E KB
Wi ok R
b dh & (2002) & B2114m1-2158  (2002) 4 B2114m2-2158  (2002) € B2114m3-2158
#5 2 £R RFEARRLIBRETE LREATREWEEE LT ERTRLWBEE
.5 2 F 20020501 20020502 20020503
S (cfu/g) 60 20 | 0
KAz & B(MPN/100g) <30 <30 <30
KAY
EHEHHLE Atk RIS H R
WrRE Ak Rig R
ERRE R d A P A
o AR ¢ RS R Fotr
UTFTES

B4 B 2002 % 08 A oéB "“" me

EM4THE B 200 aa—ﬂ ‘i?& Jﬁ-ﬂ:#% /

il R ﬁ'/\ _d/

AR RA R LG R F ﬁ £1X
2eelVEPS BT
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kX WERBERE & B F
BT O = B K &

BR*E; IREETREYRST

BEREA: JORERSTREYESEARAYRAR
depginy. R ERFREDEHERFTRSE
BMEG: JeRTEMMPTIEE P

RESMY:.  37-40C, ANEE 75%

BARTE: 2002 £ 07 A--2003 £F 01 A ({RiE XR)
MpER: RLTE

% LSRR RS KRS SRR R

N

: Vai" 1 5 20020501 20020502 20020503
ok A gt L]
HBAr 60 20 30
MESE RE—A <10 <10 10
(cfw/g) HRE—=RA 20 30 10
RE=A 20 20 30
B AT <30 <30 <30
KBEE RE—A <30 <30 <30
(MPN/100g) FE=A <30 <30 <30
HREZRA <30 <30 <30
BURE KRR REEH R EKgH
(FRE. SERE. HE—5| X8 R R H
LBCRENE. H_B—A| FEd- R RgH
ROERE) HFE=R| Rl R SRE
HRE AT <$ <$ <5
BE FRie—A <5 <5 <5
(cfw/ g) ®_RE—-AH <5 <5 <§
HRE=A <5 <5 <5
fREB7 <5 <5 <5
s RE—HA <5 <5 <5
(chiv/ g) H“E—A <5 <5 <5
HfE8=A <5 <5 <5
FRiBal 26.8 24.6 25.8
BRE HRE~—A 26.4 24.9 252
(LT HD HKE_H 26.1 25.1 25.7
(mg/g) RE=F| 266 24.8 25.5

| B66LPEPY BTR
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WING WAI TAD. CO. +852 23344665

P.

NO. 985

&2 HREMFREYRSRBEELLONER (ERX 1)

i RHE 20020501 20020502 20020503
AEM T B L2718,

BT 0.053 0.056 0.034
& g — A 0.069 0.075 0.052
(mg/ke) HFE-R 0.092 0.089 0.082
HRE=R 0.088 0.089 0.093

REBR 0.16 0.15 0.11

& R~ A 0.10 0.10 0.12
(mg/ke) HRB=F 0.17 0.10 0.14
fE=A 0.12 0.10 0.11

BT 0.066 0.068 0.072

x H*RE—A 0.043 0.043 0.047
(me/kg ) HfE-A 0.053 0.043 0.062
HRE=A 0.038 0.041 0.033

{RiR BT 6.2 6.3 6.3

K RE—A 6.3 6.5 6.4
(&/100g) HFE—A 6.5 6.4 6.7
HRB=F 6.5 6.7 6.6

RE AT 38.3 40.1 39.4

RS RE—H 39.7 39,5 40.2
(g/100g) HE—A 40.0 40,7 39.9
RE=A 40.1 40.3 40.4

. BRI AT 23.1 23.7 24.7

& Rig— A 236 24.7 25.7
(2/100g) HB=R 24.5 24.9 24.5
RE=A 25.4 25.1 25.5

FBA 1.0 1.1 1.0

AR P e HE—A 11 1.0 0.59

(mg/g) H#E—H 11 1.2 1.1
RE=AR 1.2 1.1 1.0

' ) 8.5 8.3 B.9

FHEFER #RB—A 8.0 79 B.1
(e/100g) RB-A 8.1 8.4 8.2
fAB=5 79 8.2 8.1

BEELPEPS BB

17
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%3 IREERREGMDHR RENLRRNLR QR 2)

RHE | 2002050) 20020502 20020503
TR E LteRETY
RER 0.033 0.040 0.042
-] #®RE—AR 0.052 0.055 0.054
(mg/kg) #E—A8 0.061 0.021 0.036
®REB=A 0.038 0.018 0.032

%3 ERFUZBHPEGREBFRF . DRTRIRHREATTRLTERMPE TR

< PR R A R A T P 0 U th R AR e B 2R R R (S 7Y 18] 29:20020501, 20020502,
20020503), 7 3740°C, 75WHBE TRIT=ARBER, €84, WewRle, BT
FFsicRRRE.

BEELPEPS @7
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218 643947938

1 iR

BRASEEMRTY SREERENEER, ®ER, £, &, 8, T,
BEEHTFARBYRE.

RPN B RESCE, BRYUEUETNER. BRFAFTHNREEESE
ERMXERMBHR (URRE, WHR) Mk EEEN S HEHE,
RN P — R, WY R AR REFBIEL TS ORI TR
FH, WAL ARSI FIA,

2 BEESE (™

EME (G RREBRERTNEETF (OTF) NEBWE, =MN& (™)
BOSRDET LAIRSE B B, 0%, FEARIGIR TR RN, HHEMSAE AN
B,

3 ®m

L, WE, ERBRAH, BFS, BLHE. F B ACHFREY,
B F e EER R .

1 THEIFERIS (0PC)

TR RES R MG IE OB RN OBEZ —, B AT
WA, BHEIFERPHREARR, REERCALEREWNLHE, B2E
MMEANERTRGE L REAKBEHGERNER.

5 HEZENY

MENSET NN, Kk, SWES, IATIREE, LFREL
VE. BERGRE TRER.

6 4:3ERAY

RPN, BRIEIR, b,

YMLF, LR, BMNIBER, EUEEBE, aFEhuy, THE
I, SHEIY. FERNEIRGAREL, hANE, TePEMFIE
AXFHw, FHEETERIBE, & RBIOEEIEHI.
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HRERKEREFRE
B33 |

REENRS: 2002041

BB 4 W REEmREmR

po-_2

= %“? -& ﬁ[: | £E‘_a A ]

LI

%20 8 20024 fH
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L e mE M Kk

T ;(,W‘:N} EHEERERBRE x2umsixm

BERES, 200202041 BEE#E: 20020501

ERMER: frsEsRepRsE ek 30k
BERG:  ERSEFREWEDERARAS

EFEA: AREESFREMEHHRERAT
WREBRE: 200228 B 29 H BHEYE: 2002411 E 20 B
BREY: BESWoETH |

BAFE: 1. AEBERE
2. ZWEERR
3. 30 RIRFERRE
SRR (SRESESBEFNMEBEMTE) GB15193 -9

L R 5N

[ERERE: 0 LDSO,Wier AREEFR/AISXT 10gkgBW HMEHE
BREDEMERREFEEDR.
EMHEERR:  Ames RIg. B PCEABRBA S RRTHZRR YK,
30 RIEFRE: ZWERFE, TRRWT 5,30, 248, 1. 65g/keb¥ NI GELF
AR 0,0 33g/keBW A6 100. 75 70 50 ) B, RPEKBRW. LAREK, F. B8,
Ea. fsbh. JOAN, LATERBNEALYE, BEWIEH,

CREAERGR L) P e

RIS AR B A ff .v,
- HRUBEA  JHFRABY ]
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212 643472358
B | . BEEEEEFFELDS)ZRIBE ® 2w
PEMT, 2002041 FR#E: 2002050!
2 K% RSEFREYESE # F H: 2.09/E (0.033p/kgBW)

R, ORGSR 0 B R AR AR ]
- Figl Sf ﬂm&@ﬁﬁé&ﬁﬁﬁ*ﬁﬁ“ﬁ :

KR Wiew WRE. 4K 180~200g, ICRFNE, #E 18~22g YR T EMER fie
NLeshapmiBgt SPF 450 Mﬁﬁﬁﬁaﬁ 01-4059) B SAFAT{E
B8 10 R, Eipg%,

HPFE: SPF ESRBHWE (SHESEDSE 014059) Kif 22:2°C, HINEE 60%RH
RKB4EME AT DM ASRESBEE 052),

HREL4E: RELER SOz MAEAKE 100ml, 10g FFXF 20m!, EER 2ml100gBW. E
WSR2 50% « 23.2%. 10.75%. 5%

TrFE: EERE, SRPEDRNeTF, SRWEE 16/ 0. BEAR | H, FLR
ST BERETRLTHR.

BIipEE iR

Wistar X BR, ICR /MR

o o & e B E 2N _S& R 8 H
B Dk ETE sl N ® Sl Tl Rl FECl

10.0g/kg 5 0 5 0 lo0gkg § 0 5 0
464gkg 5 0 5. 0  464gkg S 0 5 0
2.05g%kg 5 O 5 0 215gkg 5§ .0 5 0
100gkg 5 O 5 O 1.00gkg 5 0 5 0

ELB N SEDMEFDEN, %ﬁ.ﬁ‘&#&ﬁﬂ. RBDEER. SOEHETT
£ (LD50 gkg) > 108/ke.

@it SR SEBELYRTEIRESE, SREFTEWR,

ERE: FEHRR R B
HE2E. HLE

BRAEA: % Faciy
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218 64947958
M2 oL R R % R X
FRIRT: 2002041 0% 20020501
&9 R EERERE DD # # & 2.0yH (0.0332/keBW)

Z2REY. IRQHFREYENERERLAT

CEFEN: NFSMRRENMEGRRERAT |

ZBRHW: ICREMNR, BEK 428z SERER KLIsH TR SPF B85
EE§§&$ 01-4055). EHABLBMNAARYE, TEH 10 R,

GRS GE: SPF BXUHWE (SHEGERF 01- 4059) Ml 22+2°C. H5EH S0%RH
HERF S /B, RELEAH sIkEAL QA SRS (SHEF 052).

BamitE: TR 10g MFEEAE 20m EEE 0.2mV10sBW B HEEDEIL S0%
25%F1 12.5%

MBRAE: ERESERBERRE 10gkeBW HRENR, LUTFAHE 12 (5.05keBW)
B U4 (25g/kegBW) TAMES, FREENRE (FRE 15ngks) 2REH
HNRE, AENEE @F, BWREIHD 50%. 25%. 125% .

KRBT EERTFBRESK (MK 24 M) FRELEE 6 NI, SH40SRBIEILTTE,
TR ERHASA. e, 84, SRYPTE 1000 1 PCE, 232
W PCE ¥, TEREE,

St E: ESATURE ‘

TRER.

anl P} TR SHE REE HP¥ T £ SuE #ex
¥E PCGEH PEE (M) BB PCE® PCEYE (%)
10.0a//kg S  8X1000 5 1.00£0.71 § §X1000 5  1,00£0.71
5. 0g/kg & §X1000 4 0.80+£0.45 § 5xX1000 4  0.80+0.84
2.5 g/kg § EX1000 3 0.60+0.55 8§ §x1000 3  0,80+0.58
CP3mg/ks S8  5X1000 102 20.40:-1.82 § 6X1000 103 20.60=2.51
fRfEXTRBEE 5  5X1000 3 0.60:0.88 §  5§x1p00 2 0.600,855
EFRESHENRER Y, ARETFEFEEE (PH0.05), MENRLEERY
REBUEFEERFNER (001, XOGRRAEXLRNATE A, BRBRPRE
BT,

TRE: ET Bew®
s, wmx

HRATN: 3%%""‘;3(’ '

Birpagis
o' ATES B
] ‘._.--.;.J L,—:l’:l

b W' “
LS o - L]
AR
B
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;? r B18 84347958
WL .
e s BTHE &% B 5 & 24 @
Mrdwl own oW 4 .
PERERS: 200204) HEHS: 2002050
2 X4 jmgmﬂ:;gi%ugg # #F K. 2058 (0.033g/kgBW)

BREY: IRSEFRENELEREBAT.

EERY. ARG ERRENESERETRAR

EISsh¥. M ICRF SPFBE, AR 24~28g Y WER AL TR DWEE (2
BETEMNF 01-4059) BREELERNLAEE, §Ez4 s R.
PR SE. SPFASLIME (SHESEST 01-4059) FE 22+2°C, EHBE 0%
RH. MR s /8. RSQBREdTAT DEaN A58 (48T
€ 052) .
HRLE: SR 20g INEMKE s0ml, BWE 02mV10gBW, B ERESBH S0%.
25%. X 12.8%.

FRSE: UASBERRIeERFE 10pkbW SESAE UTLUR 12 (5.00kBW)
B 1/4 2.5g/kgBW) Z 4N, BEMWESRE (RBBEE 35mp/kg) A
MRERNSOWHeST. '

EhliE: EERFRIWIERTE-RETENE 3s RAF, BOAMSERISA

REAGRE SRJPGME 1000 MHF, LEBEHTFH, ITHREE,

SRt LENRRSTETE, '

ERER,
A5 OE N = T HE s B
b ek T BEE
(R) ALY IR TN KL BER MR (M %

10.0g/kg 5 5X1000 4 7 0 O 0 0 $6 1.12%0.19
5.0g/kg 5 §%x1000 4 3 0 1 2 0 $4  1.0840.13
2.5g/kg 5 51000 S50 § O 2 0 o 57 1.14%0.18
CP3Smghkg S5 S5$X1000 321 72 62 65 69 0 589 11.78+0.56
TIPRE 5§ SX1000 47 § 1 2 3 0 58 1.16%0. 18

SERDPLLNRESHENTERE. DREJEEFEESR (P20.05), R
SNRESEENREALFRHBBNER (PO01). TREXZURSANEXLR
ABTEEA. REAMEHERTHEFA.

ESBE. B T K &
XEE, Biox

HRATA: ﬁqén.q'

@1s
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M 41

NO.s@av? P.S @19

ViB 84547558

Ames R &

BRRE:
29
Eoaa.
gy,
SREH:

W
@

Rz

RELE.
BRERE.
PR3 AR
ZRSN:

SRR,

2002041

RS 20020501

RS ESTRREWEE R R # % K 20g/8 (0.033g/kgBW)

AREWFEREYERERTELT.

LR DAY ELSERARAT |

TAS7a, TASS hESEAMBHE, TAI00. TA102 HHERHRNETHE, L=

MRS Ames SISEM.

DT BIESLSRTHTSILRATFE. ,

SKEW, B20u] ~30CHERNERBTI 100INO, 2 FHERFHJ/H, 37C

1216 MEOKESRSBS, BRI 0HEA,

PR TSk

$-9 2 PBS (3E SO XA 0.6m1, ¥4 100ul, W 100ul. FREXRE (R

Hsmzd), BENE FREN) BEBE 37CKERS 20 6. Bmanl

&S (0. 5o ARR/EWR), REGAEHIUT IVCHT B IANTFER

FRELRE R 0.5 B TFREF DMSO F, HARERTWAE. FZRF 1.0mgm

BLERE NS, #il Iy SRR THE.

RESRETRENE, SXBERERATREM. KREEETA

0.Smg/ML. 025m /M. 0.lmg/M. 0.05mg/M. 0.0lmp/ M. EAFREBE.

2-AF (-EEF) lougyIl. MMS (FEFREERA 2o/, FE (24,7-2

&5 FM.) 02ng/M. 2AA l2ug/il,

(1) Aroclo-1284 BERRXRIFIR, ERAR33mg/ml.

() $ER 83 €€ Ames Test HATFEE, S-9 inAK 200V,

() LHERMERE B =N TR,

SR FRIIER T AR MI M TR RET I MRENI, EF

gwa‘ﬁﬂ:-rss BEARIEH-89 RENSHT. Ex OAsEEEEF R EL
BHER-

& i ERTRMNEAET 2NEHUAEREA. SRANEAERRLRAZNGS
EEfR.

ERE x & £
EBE ARE

wramA  PE S

s E "f“}‘

eEcyRaT
zooz aﬂo E

:'..‘(
—v ' - I-‘l »e R’H}
e o M SIN
SRR \

u‘_
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HtE 4~2 Bl
Ames Test SR (FEFA%LBEE)
=% TASTa Tho8 TA100 TALO2
mg/IL  +88 -89 +88 =S8 +§9 -S$9 +59 ~§9
fRBEAREDEDHE B
1.00 50,00  67.00 . 32.33  18.67 131,33 137.00 263,00 184 &7
£20.46 22,69 25.03 k473 = 8,14 £9.85 =18,38 £37.07
G 50 138,32 127. 82 30.67 26. 67 128.67 132,33 312,00 246. 00
%£38.88 + 2,50 461 £3.79 . 643 £10.60 + B.54 =12, 48
0.28 130.67  136.00 31.67 30.67 14100 139,67 £295.33 254 33
£16.07  £18.75 26,08 £3.06 £ 7.8¢ £13.43 1150 = 473
ol 137,83 150,33  35.87 3100  139.50 181.00 313.87 283.47
* .08 2413 3361 400 £72.02 2 4 36 #20.21 15,50
0.08 132,83  129.33  95.38 29,67 134.87 197.98  395.00  3%3.67
£20.56 & 4,81 $£4.62 +2.52 1626 £7.51 18,31 21401
6.01 134, 33 132.00 30. 67 30, 33 137.67 135.33 300, 67 263, 33

+ 3,8l 818 306 £3,06 = 0.02 £6.08 21422 7T.09

His=(PBS+0. Lml1DMS0)
138, 67 138. 00 33,67 25, 87 132,87 124,87 481,33 260, 33
+ 7.51 £ 6,56 =473 2381 4 9,88 £5.07 +13.4 =+ 6.5¢

sz&
0.50 130.00 187,33 29,67 23.23 142.83 137,33 31287 268. 67
+ 9,66 B35 2.5 8.06 £ 1401 £850 1026 +13.43
0. 25 134, 33 136. 67 33.67 33.33 128.67. 133.33 307. 33 254. 33
% 8.07 ::10.68 2,52 =5, 03 =3 81 £8.74 $14.22 £10.41
0.1 131.67 133.88 82,83 32.87 139.67 134.00  288.33 264.67
£ 7.37 = 3.61 =416 =660 = 13,9 12,00 £18.86 +10.97
0. 08 144, 67 128.87 34,33 29.87 145,67 135.3  301.33  255.00
$13.50 X 481 £3.2] £3.21 £ 1487 £ 5.02 #1069 218,852
6.0l 138.00 131. 32 30, 33 91.33 140.67 136.67 292,33 248.33

*14.88 I 4.04 £3.79 £3.06 £8.33 0.45 £9.45 13,05

Hig=(PBS+0. Im1DUSO)
127,67 135,00 3133  31.87  134.35 13233  913.00  280.67
¥ 5,68 = 6,24 560 £5.08 & 920 21087 xi4l8 x17.8

BEMAE (up/I)

2-AF 10 l451494,75 2688271. 83

ZE 02 2724%£130. 11 2182:£93, 34

2=AF 10 151290, 61

MMS  2ul 19933-188. 08 3412::265. B7

2AA 12 13264138, 58
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TR BlB ©43472c8

Q\'-.-: . 1'-1‘?-"-':
ST >
N8 Sgyy WABEXBR & £Im
SRAS: 2002080 MRS 20020501

12 ¥ 9 JOXSEFRESRL Y SRk, LR Fme. TOREDeRSEhes
IR, ABESR200E, ZRA cokg KBS 0.033/keBW.
L L, ﬂt‘%‘sﬁ%ﬁﬁﬁwiﬁw\ﬁ
T 35#%&" itmmmgy_m*am AR . '

" A gaeshe R o &&&ﬂ&ﬁ!ﬁ&vﬁm#ﬁ 61~70g SPF aﬁ&xum&
TRE, (SEESESHT 014055 ©) BARREUS (EWTALDSE
HADREXSLEXEN, 2BES 052) 3RE, BRERLBENSAN
S48, BRIEE 22+2C, AMNERE 60%.

SHEAE: UASREE0.033kgBWIH 100,75 Kl 50 A= AMEE, B 33g/kgBW,
2.48g/kgBW X 1.65p/kgBW. BEMEMRE OREWER) Hivd, S8
SMiE. & 10R.

5.8 Figte: BATE, BaiEA.

THRER) UANAR 10%ELEEAR, BRRRREST MEFE MU i Rrvr i
VEREA0MTE), D 3.3%. 2.48%. 1.65%.

8. U JIWIR,

8! SENNRULANEDNR. . FRRGENE, BREHTMONE, &
BIECH BT AR, HERNSEENFENT, LENERBIASHE :
HRERE.

8.2 s&ﬁ'ﬁ&mﬁm SWTA SR EREEE. SEIIAREN

B, rERPAmE.

8.3 mstatﬁﬁe Hb. ‘RBC. PLT. WBC 432,

8-4 &kﬁﬁ% ALT\ AST\ .TP~ ALB\ GLB~ A/G\ EW\ -CRE~ GLU\ TC\ TGa

8.8 Eiﬁﬁﬁs ‘ﬁ‘w H\ nw 'E\ ﬁu g\ ”bﬁgﬂ;v

8.6 BEEE FENE. BE. EREHEREL. KR BB =i
B Bt ShRMEAMARENE.

8, KA. FEL/IF. :
10. SRR R |
SESYESBERGHES SAXRER STRPHER, REAF
FERHH .
10.1 £EBWER: SASPEERHRERPNERHEEFRILEL.
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B1B £54947398
Hifr 5~2 £ 8X
® | FEDWLRVRLREASREE (tksd)
£ 5 RN ZRY =—R AR BER F A
AR GRS X # B
3.308/kg 16 €S, ao‘;'a.so 109, 70:£11.60 159.70% 9,18 207, 10%8.95 2885011, 19
2.48g/ke 10 65,702,598 112.40=11.41 160.2011.62 208 B0E. 88 258.20% 7.18
1.85s/ke 10 B6.00:3.75 110,30+ 6.93 156.80: §.24 206. 107,75 252.40% 6.54
.ﬁﬁﬁﬁ ié EE.'Eﬁi‘. 01 111.30% 5.48 163.403% 6.85 211.20%9,40 259,40 8.53
| g R
3.80g/ke 10 £6.00:2.1) 105.80z:6,41 134.80:%5.79 161.00:=8.82 188, 20+7.83
2.4Bg/kg 10 €6, 101,81 100.70:5,68 185 30:5.62 153:3%1. §6  18B.90::6. 17
1.68g/kg 10 66.10%1.81 101,40+4.65 132, 20::5.33 162.20%4.76 188 308.98
MxieE 10 66.20%1,99 10).8026.86 182.40+4,17 157.80%8 80 183.10%8. 18
B8l TASMNRESPESRNASREESBEES N REML, DREAF
EEBES (P>0.05). '
10.2 X WAAR: SAVPHINERREFEELE 2.
22 FADGHAR () BRWNER (xz0) |
4 R -
A H X BAR THREE N E EAER RUAAE
ARSHFBEPRSE
3.302/ke 185.70%10.31' 504 40X 14,32 87.50%1.05 122.208.20 454.80%29.70 26.04dr1.88
2.48g/kg 192.50s% 6.43 §13.30210.31 37.58::0,87 128.80:0E,82 470.10:16.37 26.14%1.43
1.65g/kg 186.40% 6.45 455.80:£23.53 37.67+1.64 188.20:6.76 448.60%3].01 27.25%1.42
MR 165.60: 8,82 §01.90%14.76 38.57:1.06 116.80:6.54 ¢¢5.00X13.42 26.27::0, 84

B 2 TREMREDMINER DU RLSHUREMLL, SANLRERY
STESH (PX0.05). '

a2



B4k 5~3
10. 3 MUEEFE4R.

P12 649473938

12.FEB.20031213: 20FAX OLJING WAI TAD. CO. +852 23344665AX

SFEBWABPREIEER AR,
R 3 ZEHWIFFBEUSLR (x25D)

NO.sa7

LA

£3)

i)
(g/L)

(x10"/L)

RBC' WBC

PLT

(x10°/L)  {x10°/L)

WHE
(%)

L
(%)

Rie
(%)

EXEDFREYRSR

3. 30p/kg
., 2.4Rg/kg

|- 85g/ke

s

2 s¥a/kg

1. 8Bgfg
Ria

143. 4016, 05
146. 1014, 46
148.00%13. 81

146.30% 6. 24

152.203:10. 04
163, 704 16. 66

1B, 70 19. 52

14B. 00%: 7.97

£.940.82
6,020, 57
E- u*°| "

1) .sato. 11

6.51%0. fC
6.60%:0, 56

8.3520.79

6. §35:0. 42 15 85::3.79 418. 701137 68

B
16.85%2.50 378.602118.11

18,7753, 45 320.40%4).60
17.01k4. 86 351.9022164. 01
16.78:£1. 72 378, 20k €9.27

15.34:3.45 256, B0 101. 88
18. 6632, 70 404, 20108, 88

17,0623, 14 383, 704126, 41

81.70%1. 16
80,801, 45
81, 301,70

81,001, 70

BZ.00%k1. 25
82. 800,78

83, 101,29
81.80-1.69

14,201, 28
16. 200, 62
15,001, 15

13, 302 4

14.50%1. 36
13, 80:%0. 97

1,901, 18
15,0041, 43

4. 10%0.74
3, 90:k0. 74
3 706, 82

4. 700. 67

3. 500, 63
3, 702£0. 62

8, 200,48
8.20:0, 42

BR I WASAAEERDHEALEFRFESR LN REMAL, DREATEELES
& (P>0. 08) . ‘

10. & S4LIRER:

*® 4

EEGWELNEAELR

HFEPWELBTRNRZERLE «. 5.
(x£8D)

a 2

ALT
/L

AST
14

TP .
2/l

ALB
£/,

GLB
/L

A/G

LFREFaRE BB

3, 3oe/ke
2.48g/kg
1.65¢/kg
B e

3. 30g/
2. ¢Rg/kn
{. B5g/kg

R

27.30:28. 18
22.21%k4. 84
25.8554. 87

23, 74~-6. 288

21, 57+6.39
18.56:24. 38
23, 44:£5. 21
22.8824. 53

e
136.427.80
137, 8929, 42
144, 169, 06
148, 248, 60

g
138.55% 6,80
140, 48:£12, 18
142.79% 9.18
146. 4% 9.3

L
85, 8022, 00
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66. 34%2. 00
.
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67.80:2. 48
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3a. 24'&) 0.96
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il 2o

3. 30g/ke
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0.31%0. 01~ 2, 86;0.08°70. 23+0. 02
0,3150.02 2,88£0.17 0,240.02

& K
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o 91+0.05
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